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Monsanto

Monsanto Company
Suite 1300

700 14th Street, N.W.
Washingion, D.C. 20005

April 10, 1997

"Office of Pesticide Programs - H7504C
‘Document Processing Desk

U.S. Environmental Protection Agency
Room 2264, Crystal Mall #2

1921 Jefferson Davis Highway
Arlington, Virgima 22202

Attention: Mr. Philip V. Errico
Product Manager 25 (Acting)

Subject: Roundup® Ulira Herbicide (EPA Reg. No. 524-475)

Submission of Final Printed Supplemental Labels:

Preharvest Applications in Corn
Dear Sir:
Monsanto is submitting final printed labels of a supplemental label for Roundup Ultra
herbicide for your files. This label, which allows preharvest applications in corn, was
approved by the Agency on March 28, 1997.

Enclosed are five {5) copies of the label (version 21137U1-34).

If you have any questions regarding this submission, please contact Dr. Russ
Schpeider or me.

Sincerel y,

é,eﬂd A Schuette FPh.D.
Manager, Regulatory Affairs
(314) 694-7248

cc: R.P. Schneider

TELEPHONE: (202) 783-2460 FACSIMILE: (202) 783-2468



Pleasa raad instructions on reverse bafors complati

SEPA

form.

Form Approved. OMB No. 2070-0080. A

roval expires 05-31-9

United Statas

Environmental Protection Agency

Registration OPP tdentifiar Numbar
Amendment
Washington, DC 20460 X 1 Other 2 5 8 3 1 g

Application for Pesticide - Section |

1. Company/Proauct Numbar

524-475

2. EPA Product Managar
Philip V. Errico

3. Propoasd Classification

4. Company/Product {Name}

Roundup® Ultra Herbicide

PM# .
z5

None D Restrictad

5. Name and Addreas of Applicant {include ZiP Codel

Monsanto Company

700 14th Street, N.W., Suite 1100

Washington, DC 20005

D Check if this is 8 naw addrass

10:
EPA Reg. No.

6. Expedited Review. In accordance with FIFRA Section 3(ci(3}
ib){il, my product is similar or identical in composition and labeling

Product Name

Section - 1l

. D Amendment - Explasn below.
D Resubmission in rasponse to Agency letter datad

D Notification - Explain below.

[]
[

Agency lattar datad
"Ma Too™ Application.

Othar - Explain balow.

Final printad labels in rasponss to 3/28‘{ 97

|

I Submission of final printed supplemental labels:

Explanation: Use additional page(s} if necessary. {For section | ang Section 1)

Preharvest applications in corn

Section - il

1. Material This Product Will Bs Packaged In:

Child-Resistant Packaging

Unit Packaging

Water Soluble Packaging

2. Type of Container

be submitted

H - B - B v s

Plastic

No : No No Glass

P . If "Yeu" MNo. psr il “Yas® No. par Papar
Certification must | ynit Psckaging wgt. container | Packege wgt container Othsr (Spacify)

3. Location of Net Conisnts Informstion

D Lebsl D Containsr

4. Size{s) Ra1ail Conteinar

S_ Location of Labe! Diractions

On Labal

On Labeling accompanying product

both under applicable law.

{ centify that tha stetements | have rmads on this form and sll anachments thersto are true, sccurata and completa.
- | acknswledgs that sny knowingly fslsa or misleading statemsnt may ba punizshabla by fina or imprisanmend or’

6. Menner in Which Labs) is Affixed to Product Lithograph D Other
- Paper gluad
’ ’ Sisnciled
Section - IV
1. Contact Point {Complete itarmns directly below for identification of individus! to be cantactad, if necessary, to process this application.)
Name . N 1ive Agricultural Regulation |Telephone No. lincluda Area Codel
Dr. Russell P. Schneider g o
Director (202) 733-2460
Certification 8. Duta Application

Rac aivad
{Stamped)

Sheila A‘ Schuette, Ph.D.

2. Signatute 3. Tide .
f f i E / :: Manager, Regulatory Affairs
d Narna 5. Date

W /0 [FPF i

EPA Form 8570-1 (Rav. B-94| Provious sditions are obsolste.

Whits - EPA Flle Copy lnrlﬁull



PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

g PAPERWORK REDUCTION ACT NOTICE: rublic reporting burden for this collection of information is estimated to average 0.85 hour par
rasponse, including time for reviawing instructions, searching existing data sources, gathering and maintaining the data neaded, and complsting and
raviewing the collection of information. $end comments regarding the burden estimate or any other aspact of this collection of information, including
sugpestons for reducing this burden, to Chief, Informaticn Paolicy Branch, (2136}, U.S. Environmantal Protection Agency, 401 M Streat, SW,
Washington, DC 20460.

INSTRUCTIONS: This form is to be used for all applications for naw registuation, and use reregistration, amendmant, resubmission, to applications
far notifications, final printed labaling, reregistration, atc. In order to process an application for a new registration submittad on this form, the
following matanial must accompsny the epplicaton:

Certificaticn with Respsect to Citaticn of Data (EPA Form 8570-29). [if not axampted by 40 CFR 152.81 (b) {4)].

Canfidential Statement of Forrmuta (EPA Form 8570-4);

Forrmulater's Exemption Statement (EPA Form 8570-27);

Five capies of draft labeling;

Three copies of any data submitted;

Autharization letter whare epplicabie;

Matrices where applicabls,

RS e

Submission of Labaling - Labeling should first ba submitied in the farm of draft labels with all applicetions for naw ragistration. Such draft labals may ba
in the form of typed label text on 8.5 x 11 inch paper for submission or a mackup of the proposed labal. If preparad for mockup, it should ba
canstructed in a way as to facilitata storaga in an 8.5 x 11 inch file. Mockup labels sigrificantly smaller than 8.5 x 11 inches should be mounted on 8.5
x 11 inch papar for submission.

Submission of Date - Deta submitted in suppert of this application must be submitted in accordance with PR Notice 86-5.

SPECIFIC INSTRUCTIONS: rlaase read the instructions listed betow before compieting this epplication. First detarrnina the type of registration
action, listed in Block A, for which you ara submitting this application. For applications submitted in connection with New Repgistration sctions, Sections
1, 11, and IV must be completed by the agplicant. For applications submitted in connection with amended reregistration actions, resubmissions,
notiﬁcalipns. reragistrations, etc., Sections |, 1i, ard IV must be completed by the spplicant.

Block A - Check the eppropriate sction for which you ara subrnitting this form.

SECTION 1 - This saction must be complated, as applicable, for all registration actions,

1. Company/Product Number - Insart your Compeny Number, if one has been sssigned by EPA. This numbar may have baen assigned (o you a5 a
basic registrant, a distributor, or as an establishment. f your product is registered, insert the Product Numbar.

2. EPA Product Manager - if known, fill in tha name and PM number of the EPA Product Manager.

Proposed Classification - Spacify the proposed classification of this product.

4. Product Name - Enter the complate product nama of this pesticide as it wilt appear on tha label. The name must ba specific 1o this preduct only.
Duplication of names is not permitied among products of the seme compén\,r. Bo not include any brand name or cnmpany-r tine dasignatons,

5. MName and Address of Applicant - The name of the firm ar person and address shown in your applicetian is the person or firm to whom the
ragistration will bs issuad. If you are acting in beball of another party, you must submit authorization trom that party to act for them in registration
matters. An applicant not residing in the WUnited Statas must have an euthorized agent residing in the Unitad States to act for them in all
registration matters. The name and cnfnp!slc mailing address of such an egent must accempany this applicatian,

5. Expedited Review - FIFRA section 3 {c) 3 |B) provides for expedited.reviaw of applications for registration, or amendmaents 1¢ sxisting registralions
that ara similar or identical to other pasticide products that are currently ragisterad with the EPA. In order for your application to be sligible far
expedited review, you must provide us with tha EPA Registration Number and product name of the product you belisve is similar 1o or identical to
your product. The product must ba similar or identical in both farmulation and labeled uses.

L

SECTION Il - This saction must be complated for.'aIIn applications submitted to samend the registration only of a currantiy ragistersd product

{Amandment), for gerasubmission in response to an Agency letter, far notifications ta the Agency, for the submission of final printed labsling, tar

reragistration and for any other sction that perteins to a“specific EPA-ragistered product. This section 15 pot to be used for B new application Tor
. . . z h

registratian. ,

1. Subject of submission - Chack tha applicable black and provida the Agency latter dete if appropriate. Frovide a brief explanation of tha purpose(s]
for the submission, such as "the eddition of a site, pest or crop {specify}”;. "amend tha Confidantial Statement of Formula by...™; “reregistration
submission”; "general label ravision of use directions,” Attach a separate page if additional space is needed.

SECTION I iPackaging and Container Information) - This Section must ba completed for &l applications submitted in connectcn with new
segistration or applicable smendments. ) .

1. Type of Pad:a'gin-g-- Chack the appropriate block if your product will ba packaged in the indicated packaging types.

Indicate the size of the individual packsts and number per retail container.

Type of Reteil Container - Inciceto nvpe of container in which product will be markated.

Location of Net'Contenta - Indicats tne location of the net contents information for your product.

Size{s) of Retal Containar - S}y <he nat contants of all ratail containars for your product.

Location of tha Clections - [r.4'cate thae location of the use diractions for your product.

Manner in which !ck2! is affixed 12 product - Indicated the method product tabal is attached to setait container.

oA WN

SECTION 1V (Canract Point} - This Saction must bs completed tor all applications for Ragistration actions, i.e., new products registration,
resubmission, “me-tcc.” Teragistration, sic. . - , T s i

1-5. Self-explanaroru: - ° : ' %
&. EPA Uge Dnay. : - : .




SUPPLEMENTAL LABELING

READ THE ENTIRE LABEL FOR ROUNDUP® ULTRA HERBICIDE BEFORE PROCEEDING
WITH THE USE DIRECTIONS CONTAINED IN THIS SUPPLEMENTAL LABELING.

“Label” as used in this supplemental labeling refers to the label
booklet for Roundup Ultra herbicide and this supplement.

EPA Reg. No. 524-475

iy Accordanes wiz

[

T Fotlce 3L,

BUT P55

Based on Nraft Laboliag Datad

PREHARVEST APPLICATIONS IN CORN

Keep out of reach of children.

CAUTION!

In case of an emergency involving this product, Call Collect, day or night, (314) 634-4000.

®Roundup is a registered irademark of Monsanto Company.

DIRECTIONS FOR USE

RECOMMENDATIONS

It is a violation of Federal law to use
this product in any manner inconsis-
tent with its labeling.

This label must be in the possession -
of the user at the time of application. *

" AVOID CONTACT OF HERBICIDE
WITH FOLIAGE, GREEN STEMS,
EXPOSED NON-WOOOY ROOTS

OR FRUIT OF CROPS,
DESIRABLE PLANTS AND
TREES, BECAUSE  SEVERE

INJURY OR DESTRUCTION MAY
~ RESULT.

See “GENERAL INFORMATION" and
“MIXING" sections of the label
_bookiet tor Roundup® Ultra herbicide
for essential product performance
information.

This product may be used prier to
harvest of corn to control annual and
perennial weeds fisted on the label
boeklet for Roundup Uitra herbicide.

For ground applications, apply up to
3 quarts of this product per acre.
For aerial applications, apply up to 1
quart of this product per acre.

Make - applications at 35 percent
grain moisture or less. Ensure that
maximum kemel fill is complete and
the corn is physiologically mature
{black layer formed). Allow a
minimum of 7 days between
application and harvest.

This product may be applied using
either aerial or ground spray equip-
ment. See the “APPLICATION

EQUIPMENT AND TECHNIQUES” .

section of the label booklet for
instructions.

NOTE: It ts not recommended that
corn grown for- seed be treated
because a reduction in germination
or vigor may occur.

Read the ‘lLimit of Wamanty and
Liability” in the label booklet for
Roundup Ultra herbicide before
using. Those terms apply to this
supplemental labeling and if those
terms are not acceptable, retum the
product uncpened at once.

©Monsente Company 1997

MONSANTO COMPANY
ST. LOUIS, MISSOJFRE 83167

328197 L{

21137U1-34




Monsanto

Monsanio Company
Suite 1100 .
700 1ath Stieet, N.W.
Washingtan, D.C. 20005

April 10, 1997

Office of Pesticide Programs - H7504C
Document Processing Desk

U.S. Environmental Protection Agency
Room 226A, Crystal Mall #2

1921 Jefferson Davis Highway
Arlington, Virginia 22202

Attention:  Mr. Philip V. Errico
Product Manager 25 (Acting)

Subject: Roundup® Ultra RT Herbicide (EPA Reg. No. 524-475)

Submission of Final Printed Supplemental Labels:
Preharvest Applications in Corn

Dear Sir:

Monsanto is submitting final printed labels of a supplemental labél for Roundup Ultra
RT herbicide for your files. This label, which allows preharvest applications in corn,
was approved by the Agency on March 28, 1997.

Enclosed are five (5) coptes of the label (version 21138U1-9).

If you have any questions regarding this submission, please contact Dr. Russ
Sghneider or me.

Sincerely,
S{Ela A. Schuette, Ph.D.
Manager, Regulatory Afluirs

(314) 694-7248

cc: R.P. Schneider

TELEFHONE: (202} 783-2450 FACSIMILE: (202) 7832468



fc_se read instructions on reverse bafore completing form. Form Approved. OMB No. 2070-0080. Aegmval einrss 05-31-9

P Unitad States Registration OPP Idantifiar Numbar
\"EPA Environmental Protection Agency Amendment
- Washington, BC 20460 X Other 2 5 8 3 2]
Application for Pesticide - Section |
1. Company/Product Numbaer 2. EPA Product Manager 2. Proponad Claasification
524-475 Philip V. Errico
ENona D Reatrictad
4. Company/Product {Names} L PM#
Roundup® Ultra RT Herbicide 25
5. Name and Address of Applicant finciude ZiP Codel 6. Expedited Review. In accordance with FIFRA Section 3{cH3}
Monsanto Company {bl(i), my praduct is similar or identical in compaosition and labeling
700 14th Street, N.W., Suite 1100 o
Washington, DC 20005 _ EPA Reg. Na.
D Check if this is a new address Product Namae
Section - 1l
D Amendment - Explain balow. m Final printad labels in response to )
} . Agency lattar dated 3/28/97
E] Resubmission in responsa te Agency latier datad D “Me Too™ Application.
D MNotification - Explain balow. : D Qthar - Explain balow.

Explanation: Use additional page(s) if necessary. (For section | and Section I1.)

LI R . . . . .
Submission of final printed supplemental labels: Preharvest applications in corn
Section - ll
1. Material This Product Will Ba Packagad In: -
Child-Resistant Packaging Unit Packaging Woatar Soluble Packaging 2. Type of Containar
H Yes” B B Yos Motal )
- Plaatic
No | No No Glasa :
. , H *Yen" No. poer If “Yas" No. per Papar
- Certification must Unit Pa i i i i
4 ckapging wgl. conlainer Package wgt containar Othar {Spacify)
ba submitted ¢ - pecify
1
3. Location of Nst Contants Informastion .| 4. Sizeis) Retail Container S, Location of Labal Directions
On Label .
D Labul N D Containar On Labeling accompanying product
6. Manner in Which Labsl is Affixed to Product - Lithogreph D Other
. Paper pluad
’ . Stanciled

Section - IV

1. Contact Point {Completa items directly below for identification of individus! to be cantacted, if nacessary, to process thiz application_)

Name . Title Agricu'ltura] Regu]ation Telophora No. unciude Araa Codsl
Or. Russell P. Schneider Director (202) /33-2460

- —

. Certification €. Datw Application
| certify that tha statements | have made on this fonm and all attachments thersto are true, sccurata and ¢ca.fluta, Recaived
-1 acknowledge that any knowingly false or misleading staterment may ba punishable by fina or imprisonment or {Stampad)
both under spplicable law. '

R

2. Signsture 3. Tide

{f z d E : b Manager, Regulatory Affairs
4.(Typod Name ] & 5. Dats . e
Sheila A, Schuette, Ph.D. ‘
| ’ _ W /Y, / 99+

v

EPA Form 8570-1 (Rav. B-94) Pravious editions ars obaolste. Whits - EPA Flle Copy {original] Yellow - Applleant Cog




PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

i PAPERWORK RERDUCTION ACT NOTICE: Public reporting burden for this collection of information is sstimatad to average 0.85 hour per
spensa, including time for reviawing instructions, sasrching existing data sources, gatharing and maintaining the data nesded, and complating and
viawing tha collaction of information. Send commants regarding the burden estimate or any othar aspact of this collection of inforrmetion, including
ggestons for raducing this burdan, to Chiaf, Informatian Policy Branch, {213B), U.S. Environmental Protaction Agency, 401 M Strest, SW,

sshington, DC 20460,

{STRUCTIONS: This torm is to be used for all applications {or new registration, and use reregistration, amandment, resubmission, to applications

r notifications, final printed |ebeling, reregistration, atc. In order to process an application for a new ragistration submitted on this form, tha

Hlowing mataral must accompeany the application:

Certfication with Respect to Citation of Data (EPA Form B570-29). 1! not exempted by 43 CFR 152.81 (b) {4)};

Confidential Statement of Formula (EPA Form BR70-4);

Formulatar's Exemption Statemant (EPA Form 8570-27);

Fiva copieg of draft labeling:

Thres copies of any date submitted;

Authorzation lattar whare applicable;

Matrices where applicable.

ubmission of Labeling - Labeling should first be subirmitted in the form of draft labals with all applicstions for new registration. Such draft labals may be
1 the form of typad label text on 8.5 x 11 inch paper for submission or @ mockup of the proposed label. If prepared for mockup, it should be
onstructed in 8 way as to facilitete storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should ba mounted on 8.5

Moo eN

- 1Y inch paper for submissian.
submission of Data - Date submitted in support of this epplication must be submitted in accordance with PR Notice 86-5.

3PECIFIC INSTRUCTIONS: Pisass read tha instructions listed below before completing this apphication. First determine the type of reglstmtjén

iction, listed in Block A, far which yau are subritting this applicetian. For applications submitied in connection with New Registration actions, Seclions
i, and J¥ must be camplated by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions,

sotifications! reragistrations, etc., Sections |, U, snd IV must be completed by the applicant.

Block A - Check the appropriate action for which you ara submitting this form.

SECTION | - This section must be completed, as applicable, for all registration actions.

1. Company/Product Number - Insen your Company Number, if one has haen assigned by EPA. This number may have been assigned to you as &
basic registrant, a distributor, or a5 an establishment. if your product is registared, insert the Product Number.

2. EPA Product Manager - If knawn, fill in the name and PM numbaer of the EPA Prodsct Manager.

3. Proposed Classification - Specify the proposed classificatlion of this product.

4. Product Name - Enter the complete preduct name of this pesticide as it will appesr on the label.

Duplication of names is not permitted amang products of the same company. Do not include any brand name or company line designations.

Name and Address af Applicant - The name of the firm ar person and address shown in your application is tha person or firm to wham the.

The nama must be spacific to this preduct anly.

5.
registration will be issued. If you Bré scting in bahalf of ancthar party, you must submit authorization from that party to act for them in registiation
mattars. An applicant not residing in the United States must have an-authorized agent residing in the United States to sct for them in all
registration matters. Tha name and cormnplets mailing address of such an agent must accompany this epplication.

6. Expedited Review - FIFRA section 3 (c) 3 (B} provides for expedited reviow of applications tor registration, or amendments to existing registration:

that are similar or identical to ather pasticide products that sre currently registered with tha EPA. In order for your spplication to be aligi_bla tor

expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to ar identical 1o
your product. The product must be similar or identical in beth formulation and labalad uses.

SECTION 1! - This section must be complated for all applications submitted to emend the registeation only of & currently registarsd product
{Armendmant), for @ resubmission in response te on Agency lettar, for notifications te the Agency, far the submission of final printed labeling, for
| mragmtrahon and for any other action that pertains To B‘SfJECIﬁB EPA-repistered product. This section ia pot to be used for a naw application for”
ragistrauon
1. Subject ef submission - Check the applicabla black and provide the Agency latter data if appropriate. Provide a bris! axplanation of the purposa(s}
for the submission, such as "the eddition of a site, pest ot crop {specifyl™: "amand the Confidantial Statement of Formula by..."; “reragistration '
submission™; 'qenaral label revision of use directions.” Attach a separate pags if additional space is needad.

SECTION I {Packaging and Caonteinar Information) - This Section must ba complated for all applications submitted in connection with new

registration or npphcal Ia smeandments,
1. Type ot Pad(ngmg Z Lheck the appropnate block if your product will be packaged in the indicated packaging types.*

Indicate tha size of the individuut packets and number per reteil container.

2. Type of Retail Lontainar - Indicate T pa of container in which product will be marketad.

3. Location of Nat-Contunts - Indicetc *he location of 1ha nst contents infarmastian for your product.

4. Size(s} of Rari Zontainer - Sprecify the net contents of all retail containats for your product.

5. Location of Use Nirnrtions - Indicate the location of the usa directions for your product.

5. Manner in which 1abel v atfixad (0 product - Indicated the methed product label is ettached 1o retsil container.

SECTION IV {L.np),ﬂr‘f Point] - This Section must be completed for all applicatiens for Registration actions, i.4., new P’OdUCfS raglstraﬂun N
rosubmission, n"o-tn,pl , raregistratian, etc. I : r)

1-5, Se!f-axplandfarv.
6. EPA Usa QOnly.




¢

SUPPLEMENTAL LABELING

READ THE ENTIRE.LABEL FOR ROUNDUP® ULTRA RT HERBICIDE BEFORE PROCEEDING
WITH THE USE DIRECTIONS CONTAINED IN THIS SUPPLEMENTAL LABELING.

“Label” as used in this supplemental labeling refers to the label
booklet for Roundup Ultra RT herbicide and this supplement.

EPA Reg. No. 524-475

PREHARVEST APPLICATiONS iN CORN

Keep out of reach of children.

CAUTION!

in case of an emergenc} involving this product, Call Collect, day or night, {314) §34-4CC0.

®Roundup is a registered trademark of Monsanio Campany.

DIRECTIONS FOR USE

Itis a \}ioia{ion of Federal law {o use
this product in-any manner inconsis-
tent with its labeling.

This label must be in the possession
of the user at the ime of application.

AVCID CONTACT OF HERBICIDE

WITH sFOLIAGE, GREEN STEMS,
EXPOSED NON-WOODY ROOTS!
» QR

© FRUIT OF CROPS,
DESIRABLE PLANTS AND
-TREES, BECAUSE  SEVERE

. hooklet

INJURY OR DESTRUCTION MAY
RESULT.

See *GENERAL INFORMATION" and
‘MIXING™ sections of the label
for Roundup® Ultra RT
herbicide for  essential  product
performance information.

RECOMMENDATIONS

This product may be used prior to
harvest of corn to control annual and
perennial weeds listad on the label

booklet for Roundup Ultra RT herbi-
cide.

For ground applications, apply up to
3 quarts of this product per acre.
For aerial applications, apply up to 1
quart of this product per acre.

Make applications at 35 percent
grain moisture or less. Ensure that
maximum kernel il is complete and
the comn is physiclogically mature
(black layer formed).  Aliow a
mirimum  of 7 days between
application and harvest.

This preduct may be applied using
either aerial or ground spray equip-
ment.  See the “APPLICATION
EQUIPMENT AND TECHNIQUES”
section of the label booklet for
instructions,

NOTE: It is not recommended that
corn grown for seed be treated
because a reduction in germination
or vigar may oceur.

Read the ‘Limit of Waranty and
Liabitity" in the label booklet for
Roundup Ultra RT herbicide before
using. Those terms apply fo this
supplemental labeling and if those
terms are not acceptable, return the
product unopened at once.

©Mensante Company 1997

MONEANTC COMPANY
ST. LOUIS, MISSO JRi 63167

21138110 3/28/97

b




Monsanto

Monsanto Compary
Suite 1100

700 14th Street, NW.
Washington, 0.C. 20005

April 10, 1997

Office of Pesticide Programs - H7504C
Document Processing Desk

U.S. Environmental Protection Agency
Room 226A, Crystal Mall #2

1921 Jefferson Davis Highway
Arlington, Virgimia 22202

Attention: Mr. Philip V. Errico
Product Manager 25 (Acting)

Subject: Roundup® Ultra RT Herbicide (EPA Reg. No. 524-475)
Submission of Final Printed Supplemental Labels:
Preharvest Applications in Grain Sorghum (Milo)

Dear Sir:

Monsanto is submitting final printed labels of a supplemental label for Roundup Ultra
RT herbicide for your files. This label, which allows preharvest applications in grain
sorghum (milo), was approved by the Agency on March 28, 1997.

Enclosed are five (5) copies of the label (version 21138U1-10).

If you have any questions regarding this submission, please contact Dr. Russ
Sghneider or me.

Sincerely,

heila A. Schuette, Ph.D..
Manager, Regulatory Affairs
(314) 694-7248

ce: R.P. Schneider

TELEPHONE: (202) 783-2460 FACSIMILE: (202) 783-2468




Measa rasd initructions on reverse before completing form. Form Approved. OMB No, 2070-0080__Approvat ainrss 05-31-98

oy United States ] Registration OPP tdentifier Number
\"’EPA Environmental Protection Agency : Amendment
Washington, DC 20480 x | Other 2 5 8 3 22

Application for Pesticide - Section |

1. Compeny/Product Numbaer 2. EPA Product Manager 3. Proposad Classification
524-475 Philip V. Errico

None D Reatricted
4, Company/Product {Nams) Faie 25 .
Roundup® Ultra RT Herbicide

S. Neme and Addreas of Applicent finclude ZIF Code) 6. Expedited Review. In accordance with FIFRA Section 3(ci{3)

Monsanto Company {bHi), my product is similar ar identical in composition and labeling

700 14th Street, N.W., Suite 1100 to:

Washington, DC 20005 EPA Reg. No.

D Check f this is 8 new addrass Product Name .
Section - H
E] Amendment - Explain below, Final printad Iabals in rsaponge to 3/28/9?
Agency letter datad

D Resubmission in response to Agency letter dated D *Mes Too" Application.

D Notification - Explain below. - D Other - Explain baiow.

Expilanation: Use additional page(s) it necessary. (For section | and Section 11.)

i ] - -
‘Submission of final printed supplemental labels: Preharvest applications

in Grain Sorghum (Milo)

Section - 1li
1. Material This Product Will Be Packaged In:
Chitd-Rasistent Packaging Unit Packeging Water Soluble Packaging : 2. Type of Containar
Yeo" You Yas Matal
N Plaatic
o No No Glass
. . . if "Yas" Na. par If "Yes" No. por Fapar
Certification must |y p i i i i
! ackaging wgt. containasr Package wgt container Othear {Specify)
be submitted ¢ ¢ ¢ | fy
3. Locatien of Net Contenta Information 4. Sizals} Retail Container 5. Location of Label Diractions
On Label
D Label D Container On Labeling eccompanying product
&. Manner in Which Label is Affixed 1o Product 7_‘ Uithograph D Other
' Papar gluad
‘ Stencifad

Section - IV

1. Contsct Poimt (Corplete items directly below for idantification of individusl! to be contacted, if necassary, to pracess this appiication,}

N . ; . . . -
“T¢ Dr. Russell P. Schneider Tt Agricultural Regulation Tetaphona .. lInclude Area Code)
Director (702} 785-2460
Certification ~. Date Application
t cemfy that ths statamants | have made on this form and all artachments tharato are true, accurste and comcl ate, Recaivad
1 acknowledgs that any knowingly false or mislasding statemaent may be punishabla by fine or mwﬂsom‘new' a9 (Stampedl
both under applicable law.
2_ Signstura 3. Tite
,’( / % Q :E / ﬁ Manager, Regulatory Affairs
Thped Name Sheila AY Schuette, Ph.D,  |5.Dats {O
%
Lprt (0 /997

-
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimatod to average 0.85 haur per
response, including time for reviewing instructions, searching existing dsts sources, gathering snd maintaining the date neoded, and completing and
reviewing the céllection of information, Send comments regarding the burden estimate or any other aspect of this collection of information, including
suggestions for reducing this burden, to Chisf, Information Policy Branch, (2136}, U.S. Environmantal Protection Agency, 401 M Street, SW,
Washingion, DC 204E0.

INSTRUCTIONS: This torm ie 1o be used for all applicstions for new registration, end use reregistration, amendment, resubmission, to applications
for notifications, final printed labeling, reregistration, etc. In ordes to process an epplicstion for @ new registration submitted on this form, the
following materia! must accompany the application:

Conification with Respect to Citation of Data [(EPA Form 8570-29}). [If not exempted by 40 CFR 152.81 (b} (3]]; .

Confidential Statement of Formule (EPA Form 8570-4);

Formulater's Exemption Statament (EPA Form 8570-27); ..

Five copies of draft labsling;

Thras copies of any data submitied;

Aulhorization letter wheare applicable;

Matrices where applicable,

MonRwN

Submission of Labeling - Labeling should first ba submitted in the form of draft labels with all gapplications for new ragistration. Such draft jabels may ba
in the form of typed label text on B.5 x 11 inch paper for submission or & mockup of thae proposed label. if prepered for mockup, it should be
constructed in 8 way Bs to facilitate starage in an 8.5 x 11 inch file. Mockup labels sigrificantly smalter than 8.5 x 11 inches should ba mounted on 8.5
x 11 inch paper or submission,

Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5,

SPECIFIC INSTRUCTIONS: Please read the instructions listad below before complating this application. First datenmine the type of registration
“action, listed in Block A, for which you are submitting this application, For applications subritted in connection with New Registration sctions, Sections
I, NI, and IV must ba completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions,
_notificetigns, reragistsations, ete,, Sections |, |, and 1V must bs completed by the applicant. ’
" Block A - Check the appropriate action for which you are submitting this form.

SECTION | - This section must be completed, as applicable, for all registration sctions.

1. Company/Preduct Number - insart your Company NMumber, i one has baen assignad by EPA. This numbar may have been sssigned to you as a
basic registrant, a distributer, or as an establishment. If your product is registered, insernt the Product Number,

2. EPA Product Mansger - If known, fill in the neme and PM number ol the EPA Prodect Manager.

3. Proposed Classification - Spaci{y the propased classification of this product.

4. Product Nama - Enter the complste product name of this pesticide as it will appeer on the label. The name must ba specific 10 this product only.
Cuplication of names is not permitted among products of the same company. Do not include any brand name or company line designations.

5. MNeme and Address of Applicant - Tha name of tha firm or person and addrass shown in your application is the person or firm to whom the
ragistration will be issued. If you are acting in bahalf of another party, you must submit suthorization from that party to act for tham in registsation
mattars. An applicant not rasadlng in ths Unitaed $tatas must have an autharized agent residing in the United States to act for them in all
registtation matters. The name and completa mailing address of such an agent-must accompany this application.

&. Expedited Review - FIFRA section 3 ic) 2 {B) provides for axpedited raviaw of applications for ragistration, or amendmanis to exisling registrations
thet are similar of identical to other pasticide products that are curranily ragistered with tha EPA. In order for your application to be eligibla for
expadited review, you must provide us with the EPA Ragistration Number and product name of the product you baliave is similar 1o ar identical 1o,
your product. The product must be similar or identical in both formulation and labsled uses.

SECTION 11 - This section must ba complated for ell applications submittad to amend the registration only of 8 currently registared product

{Amandmeant}, ter a fesubmiasion in response ta an Agency latter, for notifications to the Agancy, for the submission of final printed labeling, for

raragisiration and for any other action that pertains to a s _pemf'c EPA-ragisterad p!oduct This section is nat to'be unocl for & naw application fo

regisiration. .

1. Subject of submission - Chack the applicable block and provide the Agency latter data it approprate. Provide s biief explanation aof tha purposels}
for tha submission, such as “the addition of a site, pest or crop {specify)®; "amend the Confidential Statement of Formuta hy...7; “raragistration
submission®; "general labsl revision of use diractions.” Attach e separate page if additional space is naeded.: - :

SECTION M| (Packa%ing and Container Information) - This Sectiorf must be comnpleted for alt applications submitted in connaction with naw
registration or applicable ‘amendments.
1. Type of Pockaging - Check 1ha’-r_uppnl.priala block if your product wilt be patkaged in the indiceted packaging types.
Indicate the size# of ths individual patkets and number per reteil container.
. Type of Ratsil Contaiier - InCiutls npe of containar in which product will be marketed.
Location of Nat. Ccatents - Ind cata the location of 1the net contents information for your product.
. Sizalsl' of Rataid [‘rrhiner Sre"‘f\c tha net cnntenls of all reta.il coma.iners for your product.

Mannar in whll::h.labal is offixed to product - Indicated the method product label is at‘tachcd to retail container.

PUs N

SECTION IV (Contact Point) - This Section must ba complated for alt epplications for Registration acuons 0. new productu fagnstrnnan _
resubmission, “mo-tuo,” reregistration, etc. D ton Mt

1-5. Sell-explanatory. i - N - o N
6. EPA Use Only. ' .

A
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SUPPLEMENTAL LABELING

READ THE ENTIRE LABEL FOR ROUNDUP® ULTRA RT HERBICIDE BEFORE PROCEEDING
WITH THE USE DIRECTIONS CONTAINED IN THIS SUPPLEMENTAL LABELING.

“Label” as used in this supplemental labeling refers to the label
bookiet for Roundup Uitra RT herbicide and this supplement.

EPA Reg. No. 524-475

Tasod en D¥

BoT PEvV1EWeD .
i Aecordance vith 71 notice BE-=.
25 aey Tnbeling Dated
o foflns - I
r___. .._. %
3esiaY

PREHARVEST APPLICATIONS IN GRAIN SORGHUM (MILO)

in case of an emergency invelving this product, Calt Collect, day or night, (314} 634-4000.

Keep out of reach of children.

CAUTION!

®Roundup is a registered trademark o Monsanto Company.

DIRECTIONS FOR USE

RECOMMENDATIONS

It is 2 violation of Federal [aw to use
this product in any manner inconsis-
tent with its labeling.

This label must be in the possession

of the yser at the time of application.
AVOID CONTACT OF HERBICIDE -

© WITH "FOLIAGE, GREEN STEMS,
EXPOSED NON-WOODY ROOTS

-OR FRUIT OF CROPS,
DESIRABLE PLANTS AND
TREES, BECAUSE  SEVERE

INJURY OR DESTRUCTION MAY
RESULT.

- See “GENERAL INFORMATION” and

"‘MIXING” sections of the label
_booklet for Roundup® Ultra RT
herbicide for essential  product
performance information,

This product may be used prior to
harvest of grain sorghum (miic) to
control annual and perennial weeds
listed on the label booklet for
Roundup Ultra RT herbicide.

Apply up to 2 quarts of this product
per acre.

Make applications a! 30% grain
moisture or tess and at least 7 days
prior to harvest.

This product may be applied using

either aerial or ground spray equip-
meni.  See lhe “APPLICATION
EQUIPMENT AND TECHNIQUES®
section of the label bookiet for
tnstructions,

NOTE: it is not recommended that
grain sorghum grown for seed be
treated because a reduction in
germination or vigor may occur.

Read the ‘Limit of Warranty and
Liability" in the label booklet for
Roundup Ultra RT herbicide before
using. Those terms apply o this
supplemental [abeling and if those
terms are not acceptable, retum the
product unopened at once.

©Monsante Company 1987

MONSANT O COMPANY
ST. LOUIS. MISSCLI 65167

2113815-10 3/28/97
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Monsanto

Maonsantpo Company
Suite 1100

700 14tk Stigel, NW.
Washington, [.C. 20005

Apnl 10, 1997

Office of Pesticide Programs - H7504C
Document Processing Desk

UJ.S. Environmental Protection Agency
Room 2264, Crystal Mall #2

1921 Jefferson Davis Highway
Arlington, Virgima 22202

Attention: Mr. Philip V. Errico
: Product Manager 25 (Acting)

Subject: Roundup® Ultra Herbicide (EPA Reg. No. 524-475)

Submission of Final Printed Supplemental Labels:
Preharvest Applications in Grain Sorghum (Milo)

Dear Sir:

Monsantoe is submitting final printed labels of a supplemental label for Roundup Ultra
herbicide for your files. This label, which allows preharvest applications in grain
sorghum (milo}, was approved by the Agency on March 28, 1997,

Enclosed are five (5) copies of the label (version 21137U1-35).

If you have any questions regarding this submission, please contact Dr. Russ
Sghneider or me.

Sincerely,

éheila A. Schuette, Ph.D.
Manager, Regulatory Affairs
(314) 694-7248

cc: R.P. Schneider

TELEPHONE: {202} 783-2460 FACSIMILE: (202) 783-2468



Floase road instnictions on reverse bafore complating form. Form Approved, OMB Nao. 2070-0080. AEEroval exgires 05-31-9

o ' United States Registration | OPP Kentifier Numbor
f’EPA Environmental Protection Agency Amendment
Washington, DC 20460 x| Other 2 5 8 3 2[

Application for Pesticide - Section |

1. Company/Product Number 524.475 2. EPA Product Manager 3. Propoaed Classification
- ' Philip V. Errico
DNOM D Restictad
4. Company/Product (Nams) o PMS 5
Roundup® Ultra Herbicide -2

5. Neme and Addrese of Applicant finclude ZIP Codel 6. Expedited Review. In accordance with FIFRA Section 3{c]{3}

Monsanto Company {bili), my product is similar or identical in compaosition and labeling

700 14th Street, N.W., Suite 1100 ta:

Washington, OC 20005 EPA Reg. No.

I:] Chack if this is & new address Product Name
SBCthn -1
D Amendment - Explain below. X | Final printad labals in rasponss to
) . Agency latter dated 3,28/97

D Resubmission in responss to Agency lettar dated D “Me Too™ Application.

D Notification - Explain below. D QOthear - Explain below,

Explanation: Use additional page(s) if necessary. (For seclion | and Section I1.}

* 'I - . L]
Submission of final printed supplemental labels: Preharvest applications in
Grain Sorghum (milo)

Section - Il
1. Material This Product Will Bs Packaged In:
Child-Resistant Packaping Unit Packaging Water Solubis Packaging 2. Type of Container
B Yos"© [ Yos B Yeas Matal
. Plastic
No - No No Glass
- - . H "Yes™ No. per It *Yes® No. par Papear
bec::gf;f;gg" Mmust | Unit Packsging wgt.  container Packegs wgt container QOthar {Specify)
|
3. Location of Net Contents Information 4. Size{s) Retail Containar S. Location of Lahal Dirsctions
On Labal
D Label D Container On Labeling accompanying product
6. Manner in W’hich Label is Affixed to Product Lithograph D Other
. Papar glued
N . Stanciled
Section - IV
1. Contact Point {Complete iterns directly bolaw for identification of individual to be contacted, if necessery, to pracess this spplication. )
Name . -] Title Agr jcultural Re {_.]U] ation Telaphona No. {Include Araa Cods)
Dr. Russell P, Schneider Director (202) 783-2460
_ Certification 6. Date Application
I coriify that the statements | hava made on this form and all attachmants thareto are true, accurata and complete. Roweived
- 1 acknowledge that any knowingly false or mislesding atatemsnt may be punishabls by fine or imprisarymant or
) {Stamped)
beth under applicabls law. )
2. Signatura 3. Titte
M ym Manager, Regulatory Affairs
4. yped Name 5. Dat
Sheﬂa A. Schuette, Ph.D. ae . |
Lprd /o /997

EPA Form 8570-1 (Rev. B-94) Previous editions ere chsolste. Whha - EPA Flle Copy {ariginal) Yellow - Applicant Co



PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

PAPERWORK REDUCTION ACT NOTICE: Pubfic reporting burden for this collaction of information is estimated to average 0.85 hour per
response. including time for reviewing instructions, searching existing data sourcas, gathering and maintaining the data naaded, and complating and
reviewing the collection of information. Send comments regarding tha burdan estimate or any othar aspact of this collection of inforrnation, including
suggestions for reducing this burden, 1o Chiaf, Information Poliey Branch, (2136), U.S. Enviranmantal Protaction Agancy, 401 M Strest, SW,
Washington, DC 204860

INSTRUCTIONS: This form ia 1o be used for alt applications for naw iegistration, end use teregistration, amarndmant, resubmission, to applications
for notfications, final pAnted labeling, reregistration, etc. In order 10 process an application for a new registration submitted on this form, the
tollowing material must accornpeny the application:

Cartification with Respect to Citation of Deta (EPA Form 8570-29). [H not exampted by 40 CFR 152.81 (b) (4]}

Confidential Statement of Formula (EPA Form 8570-4);

Formulstor's Exemption Statement (EPA Form B570-27); -

Five copies of draft labaling;

Thren copies of any data submitted;

Authorization latiar whare applicable;

Matrices where applicable.

NPnAwN

Submission of Labaling - Lebeling should first be subwnitted in the form of draft labels with a!l applications for new registration. Such draft isbals may ba
in the form of typed labe! text on 8.5 x 11 inch paper for submissien or @ mockup of the propased label. If prapared for mockup, it should he
consiructed in a way as to facilitate storage in sn 8.5 x 11 inch file. Mockup labels significantly smalier than 8.5 x 11 inchas should be mounted on 8.5
x 11 inch papar for submission.

Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5.

SPECIFIC INSTRUCTIONS: Plaase sead the instructions listed below befara complsting this application. First determine the typa of ragistration
action, listed in Block A, for which you are submitting this application. For applications subrnitted in cannection with New Registration sctions, Ssctions
I, I, and IV must be completed by the applcani. For applications submitted in connection with amended reregistration sctiens, resutynissions,

notifications, rersgistratons, eic., Sections |, I, and 1V must be completed by the applicant.
Biocck A - Check the appropriate action for which you ara submirting this form.
. . .

SECTION | - This section must bs complated, as epplicable, for all registration sctions.

1. Company/Product Number - Insert your Company Number, if ons has been assigned by EPA_ This number may have bean assigned to you 8s a
basic registrant, » distnbutor, or as an establishment. If your product is registered, insart the Product Number.

2. EPA Product Manager - If knowa, fill in ths name and PM number of tha EPA Prodect Manager.. . - .

Proposed Classification - Specify the proposed classificetion of this product,; -~

4. Product Name - Enter the complste product nama of this pesticide as it will appear on the label. The name must be specific to this product only.
Duplication of names is not permittad among products of the same compénv. Do not includa any brand name or company line dasignations.

5. Nams and Address of Applicant - Tha name of the firm or person and eddress shown in your application is the person or st to whomn the
registration will be issued. If you ars-ecung in behalf of another party, you must submit sutharization from that party te act for them in registiation
mattess. An applicent not residing in the Unitsd 5tetas must have an sutharizad agent residing in the United Statas to act for tham in all
ragistration mattess. The nams and complete mailing address ot such an agent must accompany this gpplication.

6. Expedited Review - FIFRA section 3 {c} 3 (B} provides for expedited review of applications for registration, or amendmants to existing registrations,
that are similar or identjcal to other peaticide products that are currently registered with the EPA. In order for your applicetion 1o be sligible for
oxpedited review, you must provide us -with the EPA Ragistralion Number and product name of the product you beliave is similar to or identical 1o
your prpoduct. The pmduct must be mrnalar ot identical in both formulation and Iabalecl UseEs.

Lad

SECTION Il - This sacticn must be l:ornplnted for all applications submitted to arrlnnd the rogistration onty of 8 currantly reglstarod product

{tAmendmaent), for & resubmission in responss to an Agency lettar, for notifications te the Agancy, for the submission of final printed labaling, for

resegisiration and for any other action that peniains to 8 *pecﬂ"c EPA-registered product Thas secnon is not 1o ba used for a now application fo;

registraion. " - .

1. Subject of aubmission - Check the spplicable block ‘and provide the Agency lettar date if appropnats. Prowide a birief explanation of the purposals)
for the submission, such ss “ths addition of a site, pest or crop {specifyl®; "amend the Confidential Statemant of Formula by..."; “raregistration
submisston®; “general label rawvision of use directions.” Attach a separste page if additional spaca is needed.

SECTION it {Peckaging and Container Informa‘t:on} This Sectmn must bB completed for all applications submmed in connection with new
registration or appliceble amendmants,

1. Typa of Packagina - Check the sppropnste block if your pmduct will ba pnckaged in the mdn.catod packaging typoes.

Indicate the size of the individual packets snd number per retail container.

Typo of Re1ad Contniner - Indca‘e Tyse of container in which product will be markated:

Locaticn of Ne' To1teits - Indlicate tne location of 1hs nat contents information for your product.

. Sireis) of Retall Container - Soeci'y 1he net contents of all rstait containers for your product.

Location of Use iections - Imiizate the location of the use diractions for your product.

Mariner in which (soul i affixeJ to 5 oduct - Indicated the method product label is artached to retail containar.

onawN

SECTION IV (Co. dact oint) - This Section must be complated for all applications for ch.ustratmn actions, i.g., naw pruducts tuglslrutjon
resubmission, “me-ica," rarag:strauon atc. . ol s .

1-5. Self-sxplanatsry. ) .' Y
6. EPA Uss Only. ’ ' ]




SUPPLEMENTAL LABELING

- READ THE ENTIRE LABEL FOR ROUNDUP® ULTRA HERBICIDE BEFORE PROCEEDING
WITH THE USE DIRECTIONS CONTAINED IN THIS SUPPLEMENTAL LABELING.

“Label” as used in this supplemental labeling refers ta the label
booklet for Roundup Ultra herbicide and this supplement.

EPA Reg. No. 524475

Tn decordanase with

RERCTET,

Yy~ ¥ R e
s doilies BlaE,

don Dralt hatcliog Datad

Algla)

PREHARVEST APPLICATIONS IN GRAIN SORGHUM (MILO)

Keep out of reach of children.

CAUTION!

In case of an emergency involving this product, Call Collect, day or night, (314) 634-4000.

®@Roundup Is a registered trademark of Monsanto Company.

DIRECTIONS FOR USE

RECOMMENDATIONS

Il is a violation of Federal law to use
this product in any manner inconsis-
tent with its labeling.

This label must be in the possession
of the user at the time of application.

AVOIP CONTACT OF HERBICIDE -.
WITH ;FOLIAGE, GREEN STEMS,

© EXPOSED NON-WOODY ROOTS

OR FRUIT OF CROPS,
'DESIRABLE PLANTS AND
TREES, BECAUSE  SEVERE

INJURY OR DESTRUCTION MAY
RESULT.

See “GENERAL INFORMATION" and
‘MIXING™ sections of the label
booklet for Roundup® Ultra herbicide
for essential product performance
information.

This product may be used prior to
harvest of grain sorghum (milo} to
control annual and perennial weeds
fisted on the label booklet for
Roundup Ultra herbicide,

Apply up to 2 quarts of this product
per acre.

Make applications at 30% grain
moisture or less and at least 7 days
prior fo harvest.

This product may be applied using
either aerial or ground spray equip-
ment. See the “APPLICATION
EQUIPMENT AND TECHNIQUES®
section of the label booklet for
instructions.

NOTE: 1t is not recommended that
grain sorghum grown for seed be
treated because a reduction in
germination or vigor may occur.

Read the 'timit of Warranty and
Liability” in the label booklet for
Roundup Ultra herbicide before
using. Those terms apply to this
supplemental labeling and if those
terms are not acceptable, retum the
product unopened at once.

©Monsanto Company 1997

MONSANTO COMPANY
ST. LOUIS, MISSOUFI 63167

21137L1-35 w7

-




UNWEDSTATESENWRONMENTALPROTéCﬂONAGENCY

pH

MAR 28 997

Dr. Sheila A. Schuette .
Monsanto Company

700 1l4th Street, M.W. Suite 1100
Viashington, DC 20005

Dear Dr, Schuette:

Subject: Roundup Ultra Herkicde (Over The Top Roundup Ready Corn)
FPA Registration o, 524-475
Your Application beted March 9, 1997

The amendment referred to above, submitted in connection with
registration under section 3 (¢){7){A) of the Federal Insecticide, Fungicide,
and Rodenticide Act (FIFRA}, is acceptable provided that you:

1. Will submit, upon EPA’s request and according to a schedule determined by
the Agency, such information as the Agency directs to be submitted in order to
evaluate issues related to whether glyphosate shares a common nechanism of
toxicity with any other substance and, if so, whether any tolerances for
glypheosate need to be modified or revoked.

2. You will submit information to address the following cuestions.
a. Whether or not this registration will increase the use of herbicides.

b. Whether or not this registration will effect prsently used cultural
practices such as no till.

3. Submit/cite all data required for registration/rereqgistration of your.
product under FIFRA section 3{c)(5) or 4(a) when the Agency requires all
registrants of similar products to submit such data,

4, Submit production information {pounds or gallons produced) for this product
for the fiscal year in which the use on over the top of Roundup ready corn is
conditionally registered, in accordance with FIFRA Scction 29, The fiscal year
begins QOctcber 1 and ends September 230. Production information will be
submitted to the Agency no later than November 15, following the end of the
preceding fiscal year,

COMCURREHNCES

SYMBOL

s e \() 3
surname W Ltz lbe.

DATE 5523(.?7

EPA Form 1320-1 {12-70}

OFFICIAL FILE COPY

ey,5. GPO ; 1986-159-219
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This information should be submitted to:

U.S., Environmental Protection Agency
Office of Pesticide Programs {7504C)
Document Processing Iwsk {BSB}.

401 M Street 7., CME2

Washington, DC 20460

Submit three (3) copies of your final printed labeling before you
release the nroduct for shipment.

1f these conditions are not complied with, the registration will e

subject to cancellation in accordance with FIFRA section € [(e). Your release

for shipment of the product bearing the amended labeling constitutes
acceptance of these conditions.

A stamped copy of the labels are enclosed for your records.
This reqistration expires four {4} vears from the date of this letter.

Sincerely,

Philip V. Errico

Product Manager 25
Fungicide-Herbicide Branch
Reglistration Division {7505C)



SUPPLEMENTAL LABELING
READ THE ENTIRE LABEL FOR ROUNDUP ULTRA HERBICIDE BEFORE PROCEEDING
WITH THE USE DIRECTIONS CONTAINED IN THIS SUPPLEMENTAL LABELING.

"Label” as used in this supplemental labeling refers to the label booklet for Roundup Ultra,
container labels and this supplement.

ROUNDUP® ULTRA
Herbicide by Monsanto

EPA Reg. No. 524-475

EQB.BQSIEMEBQEH.CE.ABRLIQAIIQHSJD_C_QWIE
ROUNDUP READY®™ GENE

Keep out of reach of children,

CAUTION!

In case of emergency involving this product, Call Collect, day or night, 314-634-4000.

® Roundup is a registered trademark of Monsanto Company. Roundup Ready®™ is a
registered trademark of Monsanto Company.

DIRECTIONS FOR USE

It is a violation of Fedaral law to use this product in any menner inconsistent with ite labeling.

This label must be in the poasassion of the user st the time of application.

See "GENERAL INFORMATION" and “MIXING" sectiona of the label booklet for Roundup Ultra harbicide for
esgsential product performance information.

(]
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Application Instructions

This product may be applied postemergence to Roundup Ready corn during the period
beginning at corn emergence and continuing through the 12-leaf stage or until com height
reaches 30 inches, whichever comes first. Single in-crop applications of this product are not to
exceed 1 quart per acre. Sequential in-crop applications of this produet should not exceed 2
quarts per growing season. Total Roundup Ultra use should not exceed B quarts per acre per
year.

Allow a minimum of 50 days between application of this product and harvest of cor forage
and 7 days between application and harvest of corn grain. Allow a minimum of 14 davs
hetween in-crop applications of this produet. THE USE QF ADDITIVES FOR IN-CRQP
APPLICATIONS TO ROUNDUP READY CORN IS PROHIBITED.

Maximum -Yearly Rates Allowed

Preplant / Preemergence (Maxamum). . . .. ............... 5 quarts/A
Total in-crop applications from emergence to =~

12-leaf stageor 30inches . . . .. ... ....... e 2 quarts/A
Maximum preharvest rate. .. ... . ... .. .. 0 1 quart/A
Combined total per year for all applications. . .............. 8 quarts/A

When applied as directed, this product controls annual grass and broadleaf weeds in
Roundup Ready corn. Many perennial grasses and broadleaf weeds will be controlled or
suppressed with one or more application of this product. Applications should be made to
actively growing weeds before they reach the maximum size listed in the *“WEEDS
CONTROLLED” section of the label booklet. Refer to the “MIXING™ section of the label
booklet for proper use instructions.

There are no rotational crop restrictions following applications of this product.

ATTENTION: AVQOID DRIFT. EXTREME CARE MUST BE USED WHEN APPLYING THIS
PROBUCT TO PREVENT INJURY TQO DESIRABLE PLANTS AND CROPS.

Do not allow the herbicide solution to mist, drip, drift, or splash onto other desirable
vegetation since minute quantities of this product can cause severe damage or destruction to
Zrop plants in non-target areas. The likelihood of plant injury occurring from drift of this
product is greatest when winids are gusty or in excess of 3 miles per hour. Even under lesser
"wind velocities, avoid conditions which allow spray drift to occur such as combinations of
pressure and nozzle type that will result in fine particles (mist) which are likely to drift.
AVOID APPLYING AT EXCESSIVE SPEED_‘OR SPRAY PRESSURE.

For ground applications: Use the recommended rates of this product in 5 to 20 gallons of
spray solution per acre as a broadcast spray. See “WEEDS CONTROLLED” section of this
label for specific recommended ratea. Carefully select proper nozzles and spray pressure to
avoid spraying a fine mist. For best results with ground application equipment, use flat fan
nozzies. Check for even distribution of spray dropiets.

For aerial applications: Use the recommended rates of this product in 3 to 15 gallons of spray
solution per acre. Do not exceed 1 quart per acre. See “WEEDS CONTROLLED" section on
this label. AVOID DRIFT - DO NOT APPLY DURING INVERSION CONDITIONS, WHEN

[~
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WINDS ARE GUSTY OR UNDER ANY OTHER CONDITIONS WHICH FAVOR DRIFT.
DRIFT MAY CAUSE DAMAGE TO ANY VEGETATION CONTACTED TO WHICH
TREATMENT IS NOT INTENDED. TO PREVENT INJURY TO ADJACENT VEGETATION
APPROPRIATE BUFFER ZONES MUST BE MAINTAINED.

Wet;dﬁ controlled

For specific rates of application and instructions for control of various annual and perennial
weeds, refer to the label booklet. Roundup Ultra applied at up to 1 quart per acre will
burndown or suppress the growth of the following perennial weeds and reduce crop '
competition: nutsedgz, rhizome johnsongrass, quackgrass, Canada thistle, wirestem muhly.

Sequential Applications: Some weeds with multiple germination times or suppressed
(stunted) weeds may required a second application of this pmduct The second application
should be made after some regrowth has occurred.

Tank mixtures

A tank mixture of Roundup Ulira plus Micro-Tech or Partner may be used for postemergence
and residual control of annual weeds in corn. These tank mixtures may be made during the
period beginning at corn emergence and continuing until corn height reaches 3 inches.

A Roundup Ultra tank mixture with atrazine, Banvel, Clarity, Permit or 2,4-D may be used
for postemergence control of additional annual weeds in corn. A Roundup Ultra tank mixture
with atrazine may be made during the period beginning at corn emergence and continuing
until corn height reaches 12 inches. A Roundup Ultra tank mixture with Banvel or Clarity at
0.125 to 0.25 1b per acre may be made during the period beginning at corn emergence and
continuing until corn height reaches 30 inches. A Roundup Ultra tank mixture with Permit
may be made during the period beginning at corn emergence and continuing until corn height
reaches 30 inches. A Roundup Ultra tank mixture with 2,4-D at 0.125 to 0.25 1b per acre may’
be made during the period beginning at com emergence and continuing until corn is at the five
leaf stage or com height reaches 8 inches, whichever comes first.

Refer to the specific product label and observe all precautions, mixing and
’application instructions for all products used in tank mixtures.

- Read the “Limit of Warranty and Linbility” in the label booklet for Roundup Ultra

herbicide before using. These terms apply to this supplemental labeling and if
these terms are not acceptable, return the product unopened at once.

© Monsanto Company 19971906 MAP |

MONSANTO COMPANY
AGRICULTURAL FRODUGTS |
8T. LOUIS, MISSOURI 63167 _
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Monsanto

Monsanio Company
Suite 1100

70O 14th Streel, N.W.
Washington, D.C. 20005

March 9, 1997

Office of Pesticide Programs - H7504C
Document Processing Desk

U.S. Environmental Protection Agency
Room 226A, Crystal Mall #2

1921 Jefferson Davis Highway
Arlington, Virginia 22202

Attention: Mr, Philip V. Errico
Acting Product Manager 25

Subject: Roundup® Ultra Herbicide (EPA Reg. No. 524-475)
Use of Glyphosate Over the Top of Roundup Ready Corn
Submission of a Revised Supplemental Label

Dear Sir:

Monsanto is submitting a revised supplemental iabel for the use of Roundup Ultra
herbicide over the top of Roundup Ready Corn. This label is similar to that which was
submitted on July 8, 1996, except that the General Information section has been
modified so that prohibitions against use of this product on corn varieties other than
Roundup Ready® are advisory in nature and not prohibitory.

» .

Mbnsanto requests that the Agency review the enclosed Iabel and approve this
registration. If you have any questions regarding this submission, please contact Dr,
Russ Schneider or me.

Sincerely,
heila A. Schuette, Ph.D.

Manager, Regulatory Affairs
(314) 694-7248

TELEPHONE: (202) 783-2460 EACSIMILE: [202) 783-2468



Unred States Environmental Protection Agency Form Approved
Washingion, DC 20460 OME Ng. 20700060

n .
EPA Certification with Respect to Citation of Data Asproval Expires 11-30-93

Appiicants Name and Address EPA Fia Symbol/Regmtration Numbes

Monsanto. Company Product Neme
700 14th Street, N.W., Suite 1100 Roundup' Ultra Herbicide
Washington, DC 20005 17| Date of. Agplication

March 9, 1997

NOTE: ¢ your product is a 100% repackaging of another EPA-registered product that you purchase, and
is labeled for the same Yses,.you do not.need.to submit this form. You must submit the Formulator’s
Excmption Statement (EPA Form 8570-27). -

1. This applicatiop is supported by all data submirted or cited in the application. In addition, if cite-all
opuoas are indicated, this application is supparted by all data in the Agency's files that concern the
properties or efects of this product that is identical or substantially similar, and that is onc of the types
of data that would be required to be submitted if this application sought the initial registration of a
product of identical or similar composition and intended uses under the data requirements in effect on
the date of apropval of this application. (Check the appropriate boxes, in items 2 and 3 belaw, that
pertain to your application.)

2 I certify that, for each study cted in support of this applic_ation for registration that is an exclusive use
study, '

| )! I am the original submitter®; or
| | I have obtained the written permission of the original data submirter to cite that study®

3. I certify that, for each study ated in support of thic application for registration that is not an exclusive use
study:

a |y I am the original data submitter®; or
! | I have obtained the written permission of the original data submitter to cite that study®; or

b. | | I have notified in writing the companies that have submitted data I have cited to support this
application and have offered to: (a) Pay compensation for those data in accordance with section
3(c)(1)(D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA);
and (b) Commence negotiations to determine which data arc subject to the compensation
requirement of FIFRA and the amount and terms of compensation due, if any. The companies |
have notified are: (Check onc)

A { | All companies listed on the Pestidde Data Submitters List for ali active ingredients contained
. in my product (citesall method or dte-ali option under Selective Method®). (Also, sign the
General Offer Statement below.)
| | Thosc companies that have submitted the studies which I have cited (Selective method*).

* A Data Matrix identifying these studies is attached. (Note: a Data Matrix is nat required under the

ate-all method.)
Signature Name and Titla Date
. / Sheila A. Schuette :
) Manager, Regulatory Affairs %M 7 197 F
( — '

General Qﬂer to Pay: 1hereby offer and agree to pay compensation o other
persons, with regard to the approval of this applicaton, o the extent required.

Signature WName and Trle Date L\

EPA Form B570-28 (Rey-7-91)




Plessa read instructions op reverse before completing form. Form Approved. OMB No. 2070-0080. Approval sxpires 05-31-98

P United States Registration OPP ldantifiar Numbar
"’EF’A Environmental Protection Agency Amendment )
Washington, DC 20460 _ Other 2 5 2 2 3 5
Application for Pesticide - Section |
1. Company/Product Number - 2. EPA Product Manager 3. Proposesd Classification
574-475 Philip V. Errico BNOM [:l Reatrictad
4. Company/Product {Nams} FM#F
Roundup Ultra Herbicide 25 )
5. Name and Address of Applicant {include ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3{cH3}
{bi{i), my product is similar or identical in composition and labeling
Monsanto Company to:
700 14th Street, N.W., Suite 1100 .
; PR P . No.
Washington , DC 20005 EPA Reg. No
Check i this is a new address P-fCldUCt Name
Section - I
[ m Amendment - Explain below. D Final printad labeis in responss to
Agancy lattar datad
D Resubmission in response to Agency latter datad [] *Me Too™ Application. .
D Kotification - Explain below. D Othar - Explain below.

Explanation: Use additional page(s) if necessary. {For section I and Section I1.}

‘submission of a revised supplemental label for use of glyphosate over the tdp of Roundup
Ready corn

Section - {ll

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Solubla Packaging 2. Type of Container
Yes~ Yeu Yeos Matal
i Plastic
No _ Mo Ho Glase
. . if “Yen* No. per If “Yea™ No. par Papar
* Cortification must | Yrit Packaging wgt.  container Package wgt containar Othar (Specity)
be submitted |
3. Location of Net Contants Information 4. Size{s) Retail Containar 5, Location of Label Directionsa
On Label
D Label N D Containar On Labeling sccompanying product
5. Manner in Which Label js Affixad to Product : Lithograph D Qthar
, Papear glued
. Stencited
Section - IV
1. Contact Point [Cornplets iterns directly below for identification of individus! to be contacted, if nacessery, to process this gpplication, )
Nama 1 Title . . Telaphone Na. (include Area Code)
) Agricultural Regulations
Dr. Russell P. Schneider Director (202) 783-2460
: Certification 6. Dats Application
| certify that the statements | have mads on this form and e!l attachments thareto are trus, sccurata and complata, Received
- | scknowledpge that any knowingly false or mislesding statament may be punishable by fins or imprisonment or {Stamped)

both under applicable law.

2. Signatuia 3. Tie

", (;;?‘A£:46444>2f2£; Manager, Requlaotry Affairs
. Typed Nams ) 4 5. Date
Sheila A. Schuette W S /PP

EPA Form 8570-1 {Rev. 8-94] Provious oditions are obsolote, Whita - EPA File Copy (original) Yellow - Applicant Copy




PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

 PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this callaction of information is estimated to sveraga 0.85 hour per
responss, including time for raviawing instructions, saarching axisting data sources, gathering and maintaining the data nesdad, snd completing and
reviawing the cellaction of information. Send comments ragarding the burden estimata or any othar aspect of this collaction of information, including
suggestions for reducing this burden, to Chiaf, Informatian Policy Branch, {2136], U.S. Environmantal Pratection Agancy, 401 M Streat, SW,
Washington, DC 20460,

INSTRUCTIONS: This form is to be ussd for all applications for new registration, end use raragistration, amendmant, rasubmission, to applications
far notifications, final printed labeling, reregistration, atc. In order to process an application for a new registratian submittad on this form, the
following material must accompany the epplication:

v Cartification with Respect to Citation of Data (EPA Form 8570-29). [!f not exempted by 40 CFR 152.81 (b} (4}];
Confidantial Statament of Formula (EPA Form 8570-4);

Formulator's Exemption Stetsment (EPA Form B570-27);

Five copies of draft iabaling;

Threa copies of any data submitted;

Authonzation letter whare epplicabls;

Matnces where applicable.

NooawN

Submission of Labulir;q - Lebeling should first be submitted in the form of draft iabefs with all applications for new registration. Such dratt labals may be
in the form of typed fabel text on 8.5 x 11 inch paper for submission or & mockup-of the proposed tabel. It prepared for mockup, st should be .
constructed in 8 way as to facilitets storage in an 8.5 x 11 inch fila. Mockup labals sigrificantly smaller than 8.5 x 11 inchas should ba maounted on 8.5
x 11 inch paper for submission.

Submission of Data - Data submitted in support of this application must be submitted in eccordance with PR Noucs 86-5.

SPECIFIC INSTRUCTIONS: Please read the instructions listed below befora complating this application. First determing the typa of registration
action, listed in Bleck A, for which you are submitting this application. For applications submitted in connection with New Rogistration actions, Sections
I, N, and IV must be complated b§ the applicant. For applications submitted in connection with amendead reregistration actions, resubmissions,
non'ﬁc:qjons, raragistrations, etc., Sections |, ', and iV must be completed by the applicant.

Block A - 6hack the approprate action far which you are submitting this form,

SECTION | - This section must be comploted, as applicable, for all registraticn actions.

1. Company/Product Number - insent your Campany Number, if ona has been assigned by EPA. This numbaer may have been assigned (o you as &
basic ragistrent, s distnbutor, ar as an establishment. If your groduct is registered, insert the Product Number,

2. EPA Product Manager - If known, fill in tha name and PM number of the EPA Prodgect Manager.

3. Proposed Classification - Specify the proposed classification of this product.

4. Product Name - Enter the complete product nama of this pesticide as it will appear on the label. The name must be specific 10 this product enky.
Duplicaticn of names iz not parmitted among products of the same company. Do not include any brand name or company lire designations.

5. MName and Address of Applicant - The nams of ths firm or parsan and sddress shown in your application is the person or firm to whom tha
registration will be issued. If you are acting in behalf of anothet party, you must submit authorization from that party te act far them in ragistration 17
matters. An applicant not residing in the United States must have an authotized agant residing in tha United Statas to act for them in” ail
registration matters. The name and complete mailing address of such an agent must accompany this application.

6. Expedited Review - FIFRA section 3 {c} 3 (B} provides for expedited review of. applications for registration, or amendmants 1o existing registralions,
that are similar or identical to other pestcide products thet are currently registared with the EPA. In arder for your application 1o be eligible for
expedited raviaw, you must provids us with the EPA Registration Number and product name of the product you balieve is similar to or identical to
your product. The preduct must be similar or identical in both formulation and labsled uses.

SECTION 11 - This saction must ba completed for all spplications submitted te amend tha registration only of a currently ragistersd product
{Amandment), for A resubmission in response 1o an Agency letter, for nolifications ta the Agency, for the submission of tinel printed labeling, for
reregistration amnd Yor any other action that perteins to a'specific EPA-registered product. This sectian is not 1o be used for 8 now applicatian for
registration. v

1. Subject of aubmission - Check the applicable block and provide the Agency letter dete if appropriate. Provide s briaf explanation of the purposals)
for the submission, such as “the sddition of & site, pest or crop (specify)”; “smend the Confidential Statement of Formula by..."; “reregistration
submission®; “general label revision of use directions.” Attach a separaete paga if additional space is needed.

SECTION N} (Packeging and Container Information) - This Section must be completed for sl applications submitted in connection with naw
registration or applicable amendments. .

1. Type of Packaging - Check the-appropriate block if your product will be packaged in the indicated packaging types.

Indicate the siza of the individual packets and numbaer per ratal container. )

Type of Retai! Container - Indicate type of container in which praduct will be marketed.

Location of Net Contants - Indicate the location of tha net contents information for your product.

Sizais) of Retad Container - Specify the nat contents of all retail containers for your product.

Location of Usa Diractions - Indicats the location of the use directions for your product,

Mannar in which iabel in atfixed to praduct - Indicated the method product (sbel is antached to retalt container.

P aw

SECTION IV (Contact Point) - This Section must be completed for all applications for Registration ectians, i.e., new products ragistration,
tesubmission, me-ton,” raragistration, etc. e Lo

1-5. Self-explanatory.

6. EPA Use Only. . . , C _ 7,[, '

¥oul esiagd - wolin
NEG sy Ao
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SECTION C
DATA REFERENCE LIST

Glyphosate 40 CFR 158 Data Reference List

Page 13 of 54
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ROUNDUP HERBICIDE / GLYPHOSATE
' EPA Reg. No. 524-445

EPA

40 CFR 158.150 - 158.190 DATA, REFERENCE SUBMISSION DOCUMENT
PRODUCT CHEMISTRY REQD NUMBLER DATE NUMBER OWNIER AUTHORIZATION
PRODUCT IDENTITY:
61-1 Product Identity & Disclosure

of Ingredients {MP) + 4122820 8/30/89 R.D. 953 Monsanto
61-1 Product Identity & Disclosure

of Ingredients (EP) + 41642301 09/19/5¢ R.D. 1001 Maonsanta
61-2  Bepinning Materials and '

Manufacturing Process (MP) + 41228201 8/30/89 R.D. 953 Monsanto
61-2  Beginning Materials and

Manufacturing Process (EP) + 41642301 9/19/90 R.I>. (100! Maonsanto
61-3 Formation of Impurities (MP) + ' 41228201 8/30/89 R.D. 953 Mensanto
61-3  Formation of lmpurities (EP) + 41642301 9/19/90 R.D. 100] Monsauto
ANALYSIS AND CERTIFICATION OF INGREDIENTS:
62-1 Preliminary Analysis {MP) + 41228202 8/30/89 R.D. 953 Monsanto
62-1 Pretiminary Analysis (EL) + 41642301 9/19/90 R’.D. 1001 Monsanto
62-2 Certification of Limits (MP) + 41228202 8/30/89 R.D. 953 Maonsanto
62-2 Certification of Limits (EP) + 41642301 9/19/9() R.D. 1001 Monsanto
62-3 Analytical Methods for

Enforcement of Limits {(MP) + 41228202 8/30/89 R.12. 953 Monsanta
62-3  Analytical Methods for

Enforcement of Limils (EP) + 4164230 9419190 R.D. 1001 Monsanto
PHYSICAL AND CHEMICAI CHARACTERISTICS:
63-2 Color {MP & TGAIl + 263795 6/30/86 R.ID, 690 - Mansanio
63-2 Coloer (EP) + 41642301 9719490 R.BD. 1001 Monsanto
63-3 Physical Siate (MP & TGAD + 263795 6/30/86 R.D. 690 Monsanto
633 Physical State (EP) + 41642301 9/19/90 R.D. 1001 Muonsanto
63-4 Qdor (MP & TGAL) + 263795 6/30/86 R.DD. 690 Monsante
63-4 Odor (EP) + 41642301 9/19/90 R.1D.(100] Monsanto

Contains Trade Secret or Otherwise Confidential Information of Monsanto Company 1 4

X
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ROUNDUP HERBICIDE / GLYPHOSATE

T EPA Reg. No, 3524-d445
EPA
40 CFR 158.150 - 158.190 DATA REFERENCE SUBMISSION DOCUMIENT
PRODUCT CHEMISTRY REQD NUMBIIR DATE NUMBER OWNILR AUTHORIZATION
PHYSICAL AND CHEMICAL CHARACTERISTICS
(CONT.)1
63-5 Melling Point (TGAI) + 96177 61176 RID. 102 Monsanto
63-6 Botling Point (TGAI) ad NR
63-7 Density, Bulk Dessity
or Specific Gravity (MP & TGAL + 263795 6/30/86 R.D, 690 © Monsunlo
63-7  Density, Bulk Density
: or Spectfic Gravity {EP) + 41642304 9/ 19/9( R.D. 1004 Monsanto
63-8 Sotubitity {TGAI or PAL + 263795 6/30/86 R.D. 690 Monsunto
63-9 Vapor Pressure {TGAI or PAL + 4109610t 5/10/89 R.D. 924 Monsanie
63-1¢  Dissociation Constant {TGAL or PAL) + 263795 6/30/86 R.ID. 690 Maonsunio
63-1t  Octanol/Water Partition Coellicient (PAI) + 234108 6/5/18 _ R.D. I8! Monsanto
63-12  pH (MP & TGAL) + 254433 7/30/84 R.D. 542 Monsanto
63-12 pH(EP) + 41642301 9/ 19/5G R.D. 1001 Monsanto
63-13  Stability (TGAI} + 254431 7430/84 R, 542 Monsanto
63-14  Oxidizing or Reducing Action (MP) + 263795 6/30/86 R.D. 650 Muonsanto
63-14  Oxidizing or Reducing Action {EP) + 4 (642301 9/19/90 R.D. 1001 Monsanto
63-15  Flammahility (MP) + 263795 6/30/86 R.D. 690 Monsanto
6313 Flammability {EP) + 41642301 919450 R.D. 1001 Monsanto
63-16  Explodability {MP} + 263795 6/30/86 R.D. 690 Maonsanto
63-16  Exploduability (EP) + 416423G1 9/19/90 R.I. 1601 Monsanto
63-17  Storage Stability (MP) + 254433 7430784 R.D. 542 Mansanto
41573601 72790 R.D. 1006 Muonsanto
63-17  Storage Stability (EP; + 4164231 o990 R.D. 10} Munsanto
63-17  Storage Stability (PAD : + 40502605 129/88 R.[>. 848 Monsanto
(In Plants, Animad Products, and Water) 40532004 2{23/88 R.D. 855 Monsistio
41472002 472190} R 977 Monsanio
41573501 7425/%) R.D. 1005 Monsanlo
41940701 TH12/91 R.>. 1051 Muonsanio
63-18  Viscosity (MP) NR '
@ Contains Trade Secret or Otherwise Confidential Information of Monsanto Company

—_—

1
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ROUNDUP HERBICIDE / GLYPHOSATE

R EPA Reg. No. 524-445
EPA

40 CFR 158.150 - 158.190 DATA REFERENCE SUBMISSION DOCUMENT
PRODUCT CHEMISTRY REQD NUMBER DATE NUMBER OWNER AUTHORIZATION
PHYSICAL AND CHEMICAL CHARACTERISTICS
(CONT.):
63-18  Viscosity (EP) + 41642301 9/19%/90 R.D. 1001 Monsanto
63-19  Miscibility (MP) NR
63-19  Miscibility (EP) NR
63-20  Corrosion Characteristics (MP) + 263795 6/30/86 R.ID. 690 Monsanto
63-20  Corrosion Characteristics (EP) + 41642301 9/19/90 R.D. 1001 Maonsanto
63-21  Dielectric Breakdown Vollage (EP) NR '
64-1 Submittal of Samples (PAI) T+ Mansanto

NR = Not Required / See Exf}lanation Sheel

Contains Trade Secret or Otherwise Confidential Information of Monsanto Company

Page 16 of 54

16



EXPLANATION OF DATA NOT REQUIRED
TO SUPPORT REGISTRATION

40 CFR 158,150 - 158.190 PRODUCT CHEMISTRY

63-6

63-18

63-1%

63-1%9

63-21

|€

Boiling Point (TGAL}
Viscosity (MP)
Miscibility (MP)
Miscibiiity (EP)

Dielectric Breakdown Voltage (EP)

Data is required only il the technical material is a liguid at room temperature. Glyphosate is a solid.
Dala is required if the material is a fiquid. Glyphosate is a solid.

Dala is required if the material is an emulsifible liquid. Glyphosale is a waler-soluble solid.

Dana is required is the product is an emulsifible liquid. Roundup herbicide is a ready-to-use liquid, not o be diluted.

Data is required for Jiquid products that are used around electrical equipment. When Roundup is applied as a herbicide there is
virtually no circumstance where it would be in conlact with electrical equipment.

Contains Trade Secrel or Otherwise Confidential Information of Monsanto Company
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ROUNDUP HERBICIDE / GLYPHOSATE
EPA Reg. No. 524-445

EPA
40 CFR 158.340 DATA REFERENCE SUBMISSION DOCUMENT
TOXICOLOGY REQD NUMBER DATE NUMBER OWNER AUTHORIZATION
ACUTE TESTING:
81-1 Oral LDsg - Rat (MP & TGALI) + 41400601 2/6/90 R.D. 976 Monsanto
8I-1 Oral LDsg - Rat (EP) + 41642302 9/19/90 R.D. 1001 Mensanto
81-2  Dermal LDgg (MP & TGAI) o + 41400602 2/6/90 R.D. 976 N.I()II"ISGHIO
g1-2 Dermal LDsg (EP) + 41642303 H19/90 R.D. 1001 Monsanto
81-3 Inhalation LCsq - Rat (MP & TGAD) NR
81-3 Inhalation LCsq - Rar (EP) + 41642306 9/19/%0 R.D. 1001 Monsanto
81-4 Primary Eye lrritation - Rabbil {MP) + 41400603 2/6/90 R.D. 976 Monsanto
81-4 Primary Eye Irritation - Rabbii (EP) + 41642304 9/11/90 R.0D. 1001 Monsanto
81-5  Primary Dermal Irritation (MP) + 41400604 2/6/90 R.D. 976 Monsanlo
81-5  Prinary Dermal Irritation (EP) + 41642305 9/19/90 R.D. 1001 Monsanto
g1-6 Dermal Sensitization (MP) (NR) 00137138 12/20/83 D 515 Monsanto
g1-6 Dermal Sensitization (EP) ' + 41642307 19/90 R.D. 1001 Monsamo
81-7  Acute Delayed Neuroloxicily - Hen ( I‘GAI) NR X
B1-7  Acuile Delayed Neurotoxicity - Hen (EP) (NR} 00054494 12/22/76 R.D, 108 Maonsanto
SUBCHRONIC TESTING:
82-1 90-Day Feeding - Rodent (TGAL) + 40559401 Y/16/88 R.D. 860 Monsantao
82-1 90-Day Feeding - Nonrodent {TGAL) + 94161 1274 R.ID. 51 Monsanto
82-2 21.Day Dermai (TGAI) + 00098460 - 3/22/82 RD 413 Monsanto
82-2 21-Day Dermal (EP) + 00067045 742474 R.1D. 51 Monsanto
(0067046 7112474 R.I2. 51 Monsanto
00108128 712174 R.D. 351 Monsanto
82-3 90-Day Dermal (TGAL) NR
82-4 G0-Day Inhalation - Rat (TGAI) NR
82-5 90-Day Neuwrotoxicity - Hen (TGAD NR
82-5 90-Duy Neuroloxicily - Mammai (TGAL) NR
\)Q Contains Trade Secret -or Otherwise Confidential Information of Monsante Company
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et ROUNDUP HERBICIDE / GLYPHOSATE

EPA Reg. No. 524-445

EPA
40 CFR 158.340 DATA REFERENCE SUBMISSION DOCUMENT
TOXICOLOGY REQ'D NUMBER DATE NUMBER OWNER AUTHORIZATION
CHRONIC TESTING:
B3t Chronic Feeding - Rodent {TGAI) + 41643801 9726190 R.D. 1014 Monsanto
41728701 1201750 R.D. i0t4 Monsanto
B3-! Chronic Feeding - Nonrodent (TGAL) + 00153374 10/11RS R.D. 636 Monsan(o
00153374 B/11/80 R.D. 698 Monsanto
83-2 Oncogenicity Study - Rat {TGAI) + 41643801 9/26/90 R.D. 1014 Monsanto
’ - . 41728701 12/17190 R.D. 1014 Monsanto
83-2 Oncogenicity Study - Mouse (TGAI) + 251007-14 29483 R.D. 480 . Monsanto
00150564 iV7i85 R.1J. 635 Monsanto
260023 10/28/85 R.ID, 643 Monsanto
83-3  Teralology - Ral (TGAL} + 242516 5/13/80 R.D. 300 Maonsanto
83-3 Q0046362 FHES5{R2 R.D. 300 Monsanto
83-3 Teratotogy - Rabbit (TGAL) + 242516 51080 R.D. 300 Monsanto
83-4 Reproduction, 2-Generalion (TGAI) + 41621504 8430490 : R.D. 1013 Monsanto
MUTAGENICITY TESTING:
R4-2 Gene Mulation (TGAD + 238233 4120479 R.ID. 236 Maonsanto
251737 1 1/4/83 R.D. 504 Muonsato
252487 2/9/84 - R.D, 504 Monsanio
84-2 Chromosomal Aberration (TGAI) + 00046364 5/13/80 R.D. 300 Maonsanio
251737 I 1/4/83 R.D. 504 Monsanto
84-4 Other Mechanisms of Mutagenicity {TGAI} + 238233 420179 R.12 236 Monsanto
251737 11/4/83 R.13. 504 Monsanto
SPECIAL TESTING:
85-1 General Metabalism (PAIRA) + 93846 HEAT2473 R.1. 47 Monsanto
) 93851 . 12173 R.DD. 47 Monsanto
40767101-2 - B/1I/BR R.D. 877 Monsanto
85-2  Dermai Penelration (NR) 0013713940 12/20/83 R.D. 515 Maonsato
86-1 Domestic Animal Safety NR

Contains Trade Secret or Otherwise Confidential Information of Monsante Company
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40 CFR 158,340 TOXI1COLOGY

81-3 Inhalation LCsq - Rat (MP & TGAI)

81-6 Dermal Sensitization (MP)

B1-7 Acute Delayed Neurotoxicity - Hen (TGAI)
82-3 90-Day Dermal (TGAI)

82-4 90-Day Inhalation - Rat {TGAI)

82-5 90-Day Neurotoxicily - Hen (TGAL

82-5 90-Day Neurotoxicity - Mammal (TGAD
86-1 Domestic Apimal Salely

KL
.
i

EXPLANATION OF DATA NOT REQUIRED
TO SUPPORT REGISTRATION

Requirement waived by EPA on 1/5/88.

Data is required if repeated contact with human skin is expected. Glyphosate is not used in a manner where such contact is
likely. :

Not required unless test material is an organophosphale, or 2 inctabelite or degradation product which causes acetyl
cholinesierase depression, or is structurally related 1o 2 substance that causes delayed neurotoxicity. Glyphosate does nol
Irigger this requirement.

Data is required if use involves purposeful dermal application to, or prolonged exposure of, human skin; or if pesticidal use
will involve purposeful application 1o human skin or will result in comparable human exposure to the product {(e.g..
swimming pocl algaecides, pesticides for impregnating clothing) and if either of the following criteria are met:

i) Cata from a subchrenic oral study are not required; or

i) The active ingredient of the product is known or expected to be metabolized ditferently by the dermal route of exposure
than by the oral route, and a metabolite of the active ingredient is Lhe toxic moiely,

Glyplhiosate does not irigger this requirement.

Data is required if the use may resull in repeated inhalation exposure at a concentration likely o be toxic. The use patern
lor glyphosate does not warrant this testing.

Daia is reyuired if acute delayed neurotoxicity test showed neuropathy or neurotoxicity, or if closely related structurally 1o a
compound which car induce these effects. Glyphosate does nol cause acute neurotoxicity,

Data is required il acute oral, dermal or inhalation studies showed neuropathy or neurotaxicity. Glyphosate does not trigger -
this Lesting. ’

Required on i case-by-case basis. The known propertics of glyphosate and the registered uses do not warrant (s (esting.

Conlains Trade Secret or Otherwise Confidential Information of Monsante Company 20
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ROUNDUP HERBICIDE 7/ GLYPHOSATE
EPA Reg. No. 524-445

EPA
40 CFR 158.490 DATA REFERENCE SUBMISSION POCUMENT
WILDLIFE AND AQUATIC ORGANISMS REQD NUMBER DATE NUMBIER OWNER AUTHORIZATION
AVIAN AND MAMMALIAN TESTING:
TE-t Avian Oral LDsg (TGAID) + 00108204 I8 _ Monsunto
71-2 Avian Dietary LCsg (TGAD + 94171 11274 R.D. 51 Monsanto
71-3  Wild Maminal Toxicity {TGAT) NR .
7i-4 Avian Reproduction (TGAl) + 235924 Fif13/78 R.D. 2} Monsanto
71-5  Shtmulated and Actual Field Testing - NR \
Mammals and Birds {TEP} |
AQUATIC ORGANISM TESTING:
72-1 Freshwater Fish LCsg (TGAT} + 94174 712174 RD 51 Monsanto
97661 F1/28/78 R.D. 215 Maonsanto
72-1 ° Freshwater Fish LCsp {TEP) + 84171 12474 R.D. 51 Monsanlo
£20070894-7 3730481 R.D. 35G Monsanto
4057920G1-3 3/25/88 R.D. 862 Meonsanto
72-2 Acute LCsq Freshwater invertebrates {TGAT) + 97661 F1/28/78 R.D. 215 Muonsanto
12-2 Acute LCsq Freshwater Invertebrates (TEP) + 94171 12174 R.D. 51 Monsanto
(0070893 3/30/81 R.D. 350 Monsanto
12-3 Acute LCs0 Estuarine and Marine + 94171 Hi24 R.D. 5t Mansanto
' Organisms {TGAI) 97661 1 1/28/78 R.D. 215 Monsanto
13-4 Fish Early Life Stage and + 249159-60 12/20/82 R.DD. 453 Monsanio
Aquatic nvertebrate Life-Cycle (TGAI)
72-5 Fish - Life-Cycle (TGAl) + 97759 12/22/78 R.D. 220 - Monsanto
72-6  Aquatic Organisny Accumulation (TGAR + 94171 24 R.D. 51 Monsanto
' 97702 £2/22178 R.> 220 Monsato
41228300-2 9/5/8Y R.12. 955 Muonsanto
72-7 Simutated or Actual Field Testing - NR
Aquatic Organisms (TEP)
NR = Not Required 7 See Explanation Sheet
Contains Trade Secret or Otherwise Confidential Information of Monsanto Company 21
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EXPLANATION OF DATA NOT REQUIRED
TO SUPPORT REGISTRATION

40 CFR 158.490 WILDLIFE AND AQUATIC ORGANISMS

1.3

72-7

-G

Wild Mammal Toxicity (TGAI)

Simulated and Actual Field Testing -

Mammals and Birds (TEP)

Simulated or Actual Field Tesling -
Aquatic Organisms (TEP)

Tests are required on a case-by-case basis depending on the resulls of dower tier studies such as acute and subiscute testing,
iniended usc pattern, and pentinent environmental characteristics. Results from other glyphosate studies have not trigpercd
this requirement.

Tests are required on a case-by-case basis depending on the results of lower tier studies such s acute and subacute testing,
intended use pattern, and pertinent environmental characteristics. Results from other glyphosate studies have not iriggered
this requirement.

Results of tier one and tier two siudies with Roundup and glyphosate demonstrate that these materials have alow level of
toxicity to aguatic species. Resuits from other studies have not triggered this requirement.

Contains Trade Secret or Otherwise Confidential Information of Mansanto Company 22
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ROUNDUP HERBICIDE / GLYPHOSATE

EI'A Rep. No. 524-445

EPA

40 CFR 158.540 DATA REFERENCE SUBMISSION DOCUMENT
PLANT PROTECTION . REQD NUMBIER DATE NUMBER OWNER AUTHORIZATION
TARGET AREA PHYTOTOXICITY
121-1  Target Area Phytotoxicity (TEP) NR
NONTARGET AREA PHYTOTOXICITY

TIER I:
122-1  Seed Germination/Seedling E]nergence {TGAD) + 40159301 4410/87 R.D. 767 Monsanto
122-1  Vepetative Vigor (TGAI) l
122-2  Aquatic Plam Growth (TGAI 2

TIER LI
123-1  Seed Germination/Secdling Emergence (TGAI) NR
123-1  Vegetalive Vigor (TGAI) + 43088701 1/17/94 R.D. 1219 Monsanto
123-2  Aquatic Plant Growth {TGAL) + 40236901-5 6/12/87 R.D. 779- Monsanto

R.D. 783

TIER I
124-1  Termestrial Field (TEP) NR
124-2  Aquatic Field (TEP) NR

! Tier 1 Vegelative Vigor siudies were combined with Tier Hl Vegelative Vigor studies.

2 Tier 1 Aquatic Plant Growth studies were combined with Tier fl Aqatic Plant Growth studies.

NR = Not Required / See Explanation Sheet

\9 Contains Trade Secret or Otherwise Confidential Information of Monsanto Company 23
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EXPLANATION OF DATA NOT REQUIRED

oy TO SUPPORT REGISTRATION
4 40 P [ T
121-1  Target Area Phytotoxicily (TEP) Data are reduircd only for Special Review and certain public health situations.
i123-1  Tier Il Seed Germinalion / , Required if 225% detrimental effect in one or more plunt species was found in the corresponding Tier | test. Glyphosate
Seedling Emergence (TGAI) does net trigger this requirement,
124-1  Tier Il Terrestrial Field (TEP) Required if 225% detrimental effect in one or more plant species was found in (he corresponding Tier I test. Glyphosate
does not trigger this requirement. :
124-2  Tier 1l Aquatic Field (TEP) Required if 250% detrimental effect on any plant species was found in the cerresponding Tier 1l test. Glyphosate does not

trigger this requirement.

' Contains Trade Secrel or Otherwise Confidential Information ‘of .Monsante Company 24
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ROUNDUP HERBICIDE / GLYPHOSATE

T EPA Reg. No. 524-4435
EPA

40 CFR 158.5%0 : BATA REFERENCE SUBMISSION DOCUMENT
NONTARGET INSECT REQD NUMBER DATE NUMBER OWNER AUTHORIZATION
POLLINATORS:
{4i-1 Honeybee Acute Contact Toxicity (TGAL) + 94171 71274 R.D. 51 Monsanto
141-2  Honeybee - Toxicity of Residues NR

on Foliage (TEP) -
l41-4  Honeybee Subacute Feeding Study (TEP) 1
t4{-5 Field Testing for Pollinators {TEP) NR
AQUATIC INSECTS:
142-1  Acute Toxicity to Aquatic Insects 2
142-2  Aguatic Insect Life-Cycie Study 2
[42-3  Simutated or Actual Field Testing 2

for Aquatic Insects
PREDATORS AND PARASITES:
143.1 thru 143-3 2

I Reserved peading development of test methodotogy.
2 Reserved pending further evaluation to determine what and when data should be reguired, and 1o develop apprapriate test methods.

NR = Nol Required / See Explanation Sheet

Contains Trade Secret or Otherwise Confidential Information of Monsante Company 25
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EXPLANATION OF DATA NOT REQUIRED
TO SUPPORT REGISTRATION

40 CFR 158,390 NONTARGET INSECT

141-2  Honeybee - Toxicity of Residues As data from acute study indicate very low toxicily, no further testing is required,
on Foliage (TEP)

151-5  Tield Testing for Pollinators (TEP) As data from acute study indicate very low toxicily, no further testing is required.

Contains Trade Secret or Otherwise Confidential Information of Mpnsanto Company 26
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ROUNDUP HERBICIDE / GLYPHOSATE

Ty EPA Reg No. 524-445
EPA

40 CFR 158.390 DATA REFERENCE SUBMISSION DOCUMENT
REENTRY PROTECTION REQD NUMBER DATIZ NUMBIER OWNER AUTHORIZATION
REENTRY PROTECTION:
132-1  IFoliar Dissipation {TEP) NR
132-1  Soil Dissipation (TEP) NR
133-3  Dermal Exposure (TEP) e NR
133-4  Inhalation Exposure (TEP) NR

NR = Not Required / See Explanation Sheet

Contains Trade Secret or Otherwise Conflidential Information of Monsanto Company
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40 CFR 158,390 REENTRY PROTECTION

132-1 thru 133-4

EXPLANATION OF DATA NOT REQUIRED
TO SUPPORT REGISTRATION

Roundup herbicide (glyphosate) is not applied to growing crops or 10 50il. [t is applied to undesirable grass amd  broadleal
weeds te control or otherwise mitigate their growth or competition with wif or ornamentals. 1 is unlikely that  people
would contact such treated vegelation on a regular or exiended basis.

Based on the known low toxicily of glyphosate and Roundup and the sninimal exposure {rom present use patterns, no
reenlry restrictions have been required and no additional dermal or inhalution studies have been requested.

Contains Trade Secret or Otherwise Confidential Information of Monsanto Company 28
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ROUNDUP HERBICIDE / GLYPHOSATE
EPA Rep. No. 524-4945

EPA
40 CFR 158290 DATA REFERENCE SUBMISSION DOCUMENT
ENVIRONMENTAL FATE REQ'D NUMBER DATE NUMBIER OWNIER AUTHORIZATION
DEGRADATION STUDIES - LAB:
161-1  Hydrolysis {TGAI cr PAIRA) + 234109 6/5/78 R.DD. 18] Moaonsanto
PHOTODEGRADATION:
161-2  In Water (TGAI or PAIRA) + 41689101 11190 R.D. 1020 Monsanto
161-3  On Soil (TGAI ar PAIRA) + 41355101 12/18/89 R.D. 972 Monsanto
161-4  In Air (TGAI or PAIRA) NR
METABOLISM STUDIES - LAB:
162-1  Aerobic Soil {TGAI or PAIRA) + 41742901 . 113791 R.D. 1031 Monsanto
43272501 6/24/92 R.D. 1031 Supp Monsanto
162-2  Anaeraobic Soil (TGAI or PAIRA) NR
162-3  Anaerobic Aquatic (TGAT or PAIRA) + 4172370\ 12/7190 h R.D, 1029 Monsanto
42372502 6/24/92 R.D. 1029 Supp Monsanto
162-4  Aerobic Aquatic (TGAT or PAIRA) + 41723601 12/7/90 R.D. 1030 Monsanto
42372503 6/24/92 R.D. 1030 Supp Mansanto
MOBILITY STUDIES:
163-1  Leaching and Adsorphion/Desorption + 95789 7412714 R.D. 51 Monsanto
(TGAIl or PAIRA) 234109 6/5/78 R.D: 181 Mansanto
00064703 12/16480 R.ID. 335 Mansanto
163-2  Volatility - Lab (TEP) NR
163-3  Volatility - Field (TEP) NR
DISSIPATION STUDIES - FIELD:
164-1  Svil (TEP}) + 95789 12774 R.12. 51 Monsanto
95790 _ 112174 R.D. 51 Mansanto
264332 B/6/86 R.D. 696 Maonsanto

&

Contains Trade Sccret or Otherwisc Confidential Information of Monsanto, Company
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ROUNDUP HERBICIDE / GLYPHOSATLE

AR EPA Reg. No. 524-445
EPA
40 CFR 158.290 DATA REFERENCE SUBMISSION DOCUMENT
ENVIRONMENTAL FATE REQD NUMBER DATE NUMBER OWNER AUTHORIZATION
DISSIPATION STUDIES - FIELD (CONT.):
164-1  Seil (TEP) (Cont.) . 00162922 817186 R.D. 697 Monsanto
41096103 5/10/89 R.D. 924 Monsanto
42765001 5/3/93 R.D. 1165 Monsanto
164-2  Aquatic Sediment (TEP) + 95790 Ti12/14 R.D. 51 Monsanto
40881601 11/9/88 R.D. 898 Monsanto
42383201 6129792 R.ID. B98 Supp Monsanto
164-3  Forestry (TEP) + (0084657 9/29/81 R.D. 379 Monsanto
246658 271782 R.D. 379 Monsanto
00162923 6/17/83 R.12 379 Maonsanto
00134008 1 1/18/83 R.[D. 506 Monsanto
00162923 8/7/86 R.D. 697 Monsanto
41552801 6/2/90 R.D. 993 Monsanto
164-4  Combination and Tank Mixes NR '
164-5 Scil, Long-Term (TEP) NR
ACCUMULATION STUDIES:
165-1  Retational Crops - Confined (PAIRA) + 41543201-2 6/29/90) R.ID. 99i Monsanto
: 42372504 . 6/24/92 R.D. 991 Supp Monsanto
165-2  Rolaitonal Crops - Field (TEP) + 96398 1071477 R.D. 141 Mansanto
165-3  Irrigated Crops (TEP) + 40541305 2/23/88 R.D. 856 Maonsanto
165-4  In Fish (TGAI or PAIRA) + 97762 12722178 R.D. 220 Monsanto
165-5 In Aquailic Non-targel Organisms (TEP) + Maonsanto
NR = Not Required / See Explanation Sheel
Contains Trade Secret or Otherwise Confidential Information of Monsante Company 30
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1614

162-2

163-2

- 163-3

164-4

EXPLANATION OF DATA NOT REQUIRED
e TO SUPPORT REGISTRATION

v ; FAT

Pholodegradation In Air (TGAI or PALIRA) Waived by the Agency on May 15, 1992

Anacrobic Soil (TGAL or PAIRA) Not required if anaerobic aguatic metabolism study has been conducted.

Volatility - Lab (TEP) Waived by the Agency on May 15, 1992,

Volatility - Field (TEP) Waived by the Agency on May 15, 1992.

Combination and Tank Mixes ’ The Agency has not requested any specitic studies. However, glyphosate tank inix residue data are available under the 40

CFR 158.240 Residue Data section of this data package.

Soil Dissipation, Long-Term (TEP) Required if pesticide residues do not dissipate readily in soil. Glyphosate has a sufficiently short half-life in soil that (his

study has not been required.

Contains Trade Secret or Otherwise Confidential Information of Monsante Company
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ROUNDUP HERBICIDE / GLYPHOSATE

ey EPA Rep. No. 524-445
EPA
40 CFR 158240 DATA REFERENCE SUBMISSION DOCUMENT
RESIDUE CHEMISTRY REQD - NUMBER DATE NUMBER OWNER AUTHORIZATION
171-2  Cheinical 1dentity (TGAI) + 41228201 K/30/89 R.DD. 953 Monsanto
171-3  Directlions for Use ]
NATURE OF THE RESIDUE:
171-4  Plants (PAIRA) o+ © Appendix A
171-4  Livestock {PAIRA and Plant Metabolites) + 40541301-2 2123/88 R.[3. 856 Monsanto
171-4  Residue Analytical Method - Plants + 364040 7124179 R[> 251 Monsanto
: (TGAI and Metabolites) : 00164729 10/20/86 R.D. 707 Monsanto
40502601 1/29/88 R.[2. 849 Monsanto
171-4  Residue Analytical Method - Animals + 40541303 2/23/88 R.D. 856 Monsante
(TGAI and Metabolites)
171-4  Residue Analylical Method - Water + 00159419 5119/86 R.D. 677 Monsanto
(TGAI and Metabolites) :
MAGNITUDE QF THE RESIDUE:
171-4  Crop Field Trials (TEP) + Appendix B
171-4  Processed Food/Feed (EP) + Appendix B :
1H-4  Meat/Milk/Pouitry/Eggs (TGAIT or Plant + 40532001-3 2/23/88 R.DD. 855 Mansanto
Metabolites)
i71-4  Potable Waler (EP) + Appendix C
171-4  Fish (EP) + Appendix D
t71-4  Imigated Crops (EP) + Appendix B
i71-4  Food Handling (EP) NR
171-3  Reduction of Residue NR
171-6  Proposed Tolerances 2
171-7  Reasonable Grounds in Support of the Petition 3

! Directions for Use are contained in the Section B of this volume.
2 Propsed Telerances are contained in Section F of this volume.
3 Reasonable Grounds in Support of the Petition are contained in Scction G of this volume..
Contains Trade Secret or Otherwise Confidential Information of Monsanto Company
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171-4

171-5

24 ESIDUE

Food Handling (EP)

Reduction of Residue

EXPLANATION OF DATA NOT REQUIRED
Ty TQ SUPPORT REGISTRATION

Data an residues in foad or feed in food handling establishments e requirdd whenever a pesticide is 1o be used in foodfleed
handling establishments. Glyphosate end-use products are not used in such establishiments.

Reduction of residue is required when the assumption of tolerance level residues results in an unsafe level of exposure. The
registered uses of glyphosate do not Irigger this requircment.

Contains Trade Secret or Otherwise Confidential Information of Monsanto Company 3
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APPENDIX A

NATURE OF THE RESIDUE: PLANTS

ROUNDUP HERBICIDE / GLYPHOSATE

EPA Reg. No. 524-445

EPA
40 CFR 158.240 REFERENCL SUBMISSION DOCUMENT
RESIDUE CHEMISTRY NUMBER DATE NUMBER OWNER AUTHORIZATION
171-4 NATURE OF THE RESIDUE
Corn 094181 12423775 Moaonsanto
094164 1223475 Monsanto
094165 12/23/75 Monsanto
Wheat 094 (81 12723775 Monsanto
094164 12/23475 Monsanto
094165 12/23/75 Moaonsanlo
Soybeans 094181 12423473 Monsanto
094 64 1223475 Monsanto
(94165 12/23/75 Monsanto
Roundup Ready™ Soybeans 43330601 7/22/94 R.D. 1260 Monsanto
Cotlon (094181 12723175 Monsante
' 094164 12/23/75 Monsaito
094165 12/23/75 Monsianto
Grapes (194264 10/4/74 Monsanto
Citrus 094958 1719176 Monsantg -
Coffce 096177 o/ 176 Munsanlo
Sugarcane 095141 36 Maonsanto
Pome Fruit 095271 9/1/76 Muonsanto

Contains Trade Secret or Otherwise Confidential Information of Monsanto Company
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ROUNDUP HERBICIDE / GLYPHOSATE

T EPA Rep. No. 524-445
EPA

40 CFR 158.240 REFERENCE SUBMISSION DOCUMENT
RESIDUE CHEMISTRY NUMBER DATE NUMBER OWNER AUTHORIZATION
171-4 NATURE OF THE RESIDUE (CONT.)
Forage Grass and Legumes 0971094 4/28/78 Monsanto

Sugar Beels - (096684 12/471 Monsanto

Nut Crops 095663 11130476 Monsanto

Alfalfa 095704 12/31/76 Monsanio

Vegetables 096398 10715477 Monsanto

Contains Trade Secret or Otherwise Confidential Information of Monsanto Company
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APPENDIX B
MAGNITURE OF THE RESIDUE: CROI'S

ROUNDUP HERBICIDE / GLYPHOSATE
EPA Reg. No. 524-445

EPA
40 CFR 158.240 REFERENCE SUBMISSION DOCUMENT
RESIDUE CHEMISTRY NUMBER DATE NUMBER OWNER AUTHORIZATION
171-4 MAGNITUDE OF THE RESIDUE--
ROOT AND TUBER VEGETABLES GROUP:
- Beets, garden
- Carrols 96398 10/14/77 R.D. 141 Monsinto
- Radishes
- Polatoes 96398 10414477 R.1D. 141 Monsanto
96684 12/9177 R.D. 148 Monsanto
3/28/79 R.D. 233 Monsante
: 40785302 129/88 R.D. 878 Monsanto
- Processed Potalo Cormmodities 40785302 T/25/88 R.D. 878 Monsanto
- Parsnips
- Sugar Beets 96398 10/L4/77 R.D. 141 Monsanto
96684 12/9477 R.D. 148 Maonsanto
328119 R.D. 233 Maonsanlo
40785304 Ti29/88 R.ID. 878 Monsanto
43315703 15/94 R.D. 1236 Muonsanto
- Sweel Polatoes
- Turips
LEAVES OF ROOT AND TUBER
VEGETABLES GROUP:
- Sugar Beet Tops 906398 1 14/77 R.D. 41 Mansanto
37287719 R.I3. 233 Monsante
- Carrol Tops 96398 10114177 R.I>. 141 Monsanto

Y

- Turnip Greens

Contains Trade Secret or Otherwise Confidential Information of Monsanto Company
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BULB VEGETABLE GROUP:
- Onions

LEAFY VEGETABLES (EXCEPT BRASSICA
VEGETABLES) GROUP:

- Lettuce 96398

BRASSICA LEAFY VEGETABLES GROUP:

- Cabbage : 96398
LEGUME VEGETABLES GROUP:

- Dried Beans 96398
- Lentils
- Peas ) 96398
- Snap Beans 96398
- Soybeans/Soybean Processing Comimodilies 93851
94162 /95787
222753
95345
96191
232680
00108203
- 00084936
0156793
43260401-3

FOLIAGE OF LEGUME VEGETABLES GROUP:

- Bean Vines and Hay
- Lenu! Forage and Hay )
- Soybean FForage and Hay © G385]
94162 /95787
222753
95345
96191
0u108203
00084936
0U156793

]

1014477

10/14777

L0/ 14477

10414477
10/14/77
11412473
7112174
L2/19/75
31776
6/17/77
12112177
76178
10421481
2121186
5/27/94

F1/12/73
T2
1271975
376
/1177
6178
10/21/81
2/21/86

Page 37 of 54

R.D. 141

R.D. (4]

R.D. 14]

R.D. 141
R.D. 141
R.D. 47
R.D. 51
R.D. 86
R.D. 92
R.D. 132
R.D. 145
R.D. 187
R.D. 380
R.D. 617
R.D. 1232

R.D. 47
R.13. 51
R.1D. 86
R.D. 92
R.D. 132
R.ID. 187
R.D. 380
R.D. 617

Monsanto

Monsanto

Monsanto

Monsanto
Monsinto
Monsanto
Monsanto
Monsanto
Monsanto
Monsanlo
Maonsanto
Monsanto
Monsanto
Monsanto
Monsanto

Muonsanto
Muonsanio
Monsanto
Monsanto
Monsanto
Monsanto
Mansanio
Maonsanio

Contains Trade Secret or Otherwise Confidential Information of Monsanto Company
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FRUITING VEGETABLES (EXCEPT ~ "™
CURCURBITS) GROUP:

CURCURBITS VEGETABLES GROUP
CITRUS FRUITS GROUP:

- Ciirus/Citrus Processed Commodities

POME FRUITS GROUP:

STONE FRUTS GROUP:

- Plums

SMALL FRUITS AND BERRIES GROUP:
- Blackberries
- Blueberries

- Cranberries
- Grapes/Raisins

- Raspberries
- Strawberries

TREE NUTS:
- Almond, Macadomia, Pecan, Walnul

- Almond MHulls

CEREAL GRAINS GROUP:

94957
95065
40159401

95269
95271

40785301
43315701

99624
94260
94264
95703
40785303
43315702

Y5630
95633
95630
95633

1/19/76
1719/76
4/10/87

91776
A1/76

7129188
719/94

¥/ 10/80
10/4/74
10/4/74
1231476
7/29/88

T 719194

/30776
11730776
11730476

11730776

R.D. 88
R.D. 89
R.D. 766

R.I>, 108
R.D. 107

R.D. 878
R.D. 1236

R.I>. 314
R}, 54
R.I3. 53
R.D. 118
R.I>. 878
R.D. 1236

R.D. 109
R.D.110
R.D.10Y
R.D11IO

Monsanto
Monsanto
Monsanto

Monsanto
Monsanto

Monsanto
Muonsanto

[R-24
Maonsanto
Mauonsanto
Muonsanto
Maonsanto
Monsanio

Maonsanio
Monsanto
Mansante
Muansanto

Contains Trade Sceret or Otherwise Confidential Information of Monsante Company
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- Barley ) 941062 /95787
T 001UR203

- Corn Grain _ 93851
Y1162 / 95787
222755
232643
232519
QUT0R203
238167
00 30807
40502602
43655701
- Corn Qil/Corn Milled Products - 40502604
41478101
43655702
- Oat Grain 84162 / 95787
) 00108203
- Rice Grain 94162 / 95787
- Sorghum Grain 54162 /95787
00108203
247659
00130807
00144722
40502601
43342001
- Grain Sorghum Processed Products 40502603
: 41472001
43342002
- Wheat Grain : 93851
94162 / 95787
(00108203
71296
(0150835
41484301
- Wheat Milled Products (0150835

FORAGE, FODDER, AND STRAW
OF CEREAL GRAINS GROUP:

- Burley Forage, Hay, and Straw 94162 7/ 95787
(0108203

Contains Trade Secret or Otherwise Confidenti

7112474 R.1J. 5] Monsanto
16478 R.ID. 187 Monsanio
Hi/v2013 R.D. 47 Monsanto
T4 R.D. 51 Monsanto
12/19/75 R385 Monsanto
12412777 R.1D. 144 Maonsanto
12712477 R.1D. 150 Maonsanto
116478 R.D. 187 Mansanto
3130479 R DD. 231 Monsanto
10412783 RD. 486 Monsanto
1/29/88 R.13. 84§ Monsanto
5716495 R.ID. 1237 Monsanto
1/29/8R8 R.I3. 848 Monsanto
472190 R.D. 978 Mansanto
5/19/95 R.D. 1237 - Muonsanto
712/74 R.I. 51 Mansanto
76178 R.[D. 187 Monsanto
7112/14 R.[D. 51 Monsanto
7712/74 R.D. 51 Mansanto
T/6/78 R.D>. 187 Muonsanto
6/4/82 R.D. 423 Monsanto
10/12/83 R.D. 486 Monsanto
10/10/84 R.D. 555 Monsanto
1/29/88 ’ R.1J. 849 Monsanto
&715/94 : R.D. 1192 Monsanto
1/29/88 R.[D. 849 Monsanto
4/2/90 R.[D. 977 Monsanlo
8/15/94 R.ID. 1192 Monsanto
11412473 R.[D. 47 Monsanlo
712/74 R.[D. 5t Monsanto
T16i78 R.ID. 187 Monsanto
12/2/82 R.I3. 460 Mansanto
11/13/84 R.D. 561 Monsanto
416490 R.[D. 983 Monsanto
11/13/84 R.D. 561 Maonsanto
2474 R 51 Muonsanto
T8 R.D. 187 Maonsanin

al Infermation of Monsanto Compuny
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s

- Corn Forage. Silage, and Fodder

- Qal Forage, Hay, and Siraw

- Rice Siraw
- Sorghum Forage, Fodder, Silage, and Hay

- Wheat Forage, Hay, and Siraw

GRASS FORAGE, FODDER, AND HAY GROUP:97094

NONGRASS ANIMAL FEEDS GROUP:

- Alfalfa Seed and Hay

"‘MISCELLANEOUS COMMODITIES

- Acerola
- Asparapus

93851
Y4162 / 95787
222755
232683
232519
00108203
238167
00130807
40502602
94162 /95787
00108203
94162 / 95787
Y4162 7 95787
(00108203
247659
001308407
00144722
405026

93851
94162 7/ 95787
00108203
00150835
41484301

4128178
99625
070083

95704
97094
(70083
40541304
43077001

00108144

11712773
11274
12/19/75
12712717
12712171
16/78
330479
10712783
1/29/88
12414
716478
274
1274
716178
6/4/82
10712483
10/10/84
1/29/88

A2
/12174
76478
I1/13/84
4/16/90

R.D. 175
9/12/80
5/8/R]
i12/16/93

12/31/16
4/28/78
5/8181
2/23/88
12/16/93

2117718

R.D.47
R.D. 51
R.D. 85
R.D. 144
R.D. 150
R.I> 187
R.1» 231
R.1>. 486
R.DD. 848
R.ID. 51
R.ID. 187
R.D. 51
R.D. 51
R.D. 187
R.D. 423
R.D. 486
R.D. 555
R.D. 849

R.D. 47
R.D. 51
R.D. 187
R.D. 361
R.D. 983

Monsanto
R.D. 313
R.D, 359
R.[D. 1190

RID 117
RD. 175
R.D. 359
R.D. 856
R.D. 1190

R.D. 157

Monsanto
Maonsanto
Monsanto
Monsanto
Monsanto
Monsanto
Muonsanto
Mounsanto
Monsanto
Monsanto
Monsanto
Monsanto
Maonsante
Monsanto
Monsanto
Monsanto
Monsanto
Monsanto

Monsanto
Monsanto
Monsanto
Maonsanto
Mansanto

Monsanio
Monsanio
Monsanto

Monsanto.

Monsanto
Mansanto
Mansanto
Maonsanto

‘Monsanto

Contains Trade Sccret or Otherwise Confidential Information of Monsanto Company
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- Avocados

- Bananas (including Planains)
- Coconut, Coconut Gil
- Coffee

- Coltonseed

- Colton Forage and Hay

- Cofton Processing Fractions

- Roundup Ready™ Cotton

- Figs

- Guava

- Kiwi Fruit

- Mangos

- il Seeds (Flax, Mustard, Rape, Sunflower)
- Ulives. Processed

- Olive Qil

- Palm Oils
- Papayas
- Peanuts/Peanut Forage and Hay

- Peanut Processed Commuodities

- Pineapple

- Pineapple Forage
- Pistachio Nuts

- Sugarcane

%6996
26631
37213
00108175
247004
96177

93851
95345
97166
96191
00108202
00060103
93851
95345
97166
00060103
95345
43571801

00108175
42398401
00108175
42398401
224884

99306
00144341
40750702
00144341
40750702

95141
959712

321478
L1/15/77
W8
/14179
3/9/82
6/1/76

13/12/73
31176
SLNTG
&/ LT
746178
11/3/80
11412873
L6
51776
11/3/80
31116
3/6/95

11/26/79

6/14/79
7/8192

6/14/79
7/8192
8/2/76

2/18/80
9/12/84
6/20/88
9/12/84
6/20/88

31176
GF21/76

R.D. 161
R.D. 147
R.D. 189
R.D. 244
R.ID. 411
R.D. 102

R.ID. 47
R.D. 92
R.D. 100
R.D. 132
R.D. 187
R.D. 322
R.D. 47
R.D. 92
R.D. 100

R.D, 322

R.D. 92
R.D. 1297

R.D. 278
R.D. 244
RD. 1115
R.D. 244
RD. 1LI5
R.D. 106

R.D. 289
R.D. 552
R.D. 875
R.D. 552
R.D. 875

R.ID. 93
R.D. 104
R.D. 163
R.D. 197

Monsanta
Monsantu
Monsanto
Monsanto
Monsanto
Monsanlo

Monsanto
Monsanto
Monsanto
Mounsanto
Monsanto
Monsanto
Mopsanlo
Monsanto
Monsanto
Monsanto
Monsanto
Moasanlo

Monsanto
Monsanto
Mansanto
Monsanto
Monsanto
Monsanto

Monsanto
Monsanto
Maonsanto
Muonsanto
Mansanto

Monsanto
Muensanto
Mansanto
Monsanto

Contains Trade Secret or Otherwise Confidential Information of Monsantoe Company
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- Sugarcane Processed Commodities 95972 6/21/76 R 104
- Tea, Instant Tea T 245567 6/30/81 R.D. 369

Mansanto
Monsuanto

Contains Trade Secret or Otherwise Confidential Information of Monsanto Company
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APPENDIX C
MAGNITUDE OF THE RESIDUE: POTABLE WATER

ROUNDUP HERBICIDE / GLYPHOSATE
EPA Reg. No. 524-445

EPA
40 CFR 158.240 REFERENCE SUBMISSION DOCUMENT
RESIDUE CHEMISTRY NUMBIER DATE NUMBER OWNER AUTHORIZATION
171-4 MAGNITUDE OF THE RESIDUE-.
Canals 094684 925775 Public Dacument!
095356 925115 Monsanto
Flooded Levees 094684 9125175 Monsanto
095356 925175 Maonsanto
Ponds 094684 9/25/75 Public Document?
095356 9123115 Maonsanto
Potable Water Treatment 093356 9/25/75 N Monsanto
Ditchbank / Flowing Water 097660-1 12/22/78 Monsanto
Shoreline / Impounded Water 097660-1 12/22/78 Monsanto
Total Area/ Impounded Water 097660-1 121227178 Monsanto
Whole Cross-Section / Flowing Water 070470 6/29/81 Monsanto
I R.D. Comes. USDA/ARS. Prosser, Washington.
2 R.D. Blackburn. WSDA/ARS. Fort Lauderdale, Florida.
Contains Trade Secret or Otherwise Confidential Information of Monsanto Company 473
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APPENDIX D

NPIRRN
MAGNITUDE OF THE RESIDUE: FISH
ROUNDUP HERBICIDE / GLYPHOSATE
EPA Hceg. No. 524.445
. EPA :
40 CFR 158.2490 REFERENCE SUBMISSION DOCUMENT
RESIDUE CHEMISTRY NUMBER DATE NUMBER OWNER AUTHORIZATION
171-4 MAGNITUPE OF THE RESIDUE
ACCUMULATION STUDIES
Rainbow Troul ’ 097762 12/22/78 Monsanto
Largémoulh Bass 097762 12/22/78 Mansanto
Channel Catfish . 097762 12422178 Monsanto
' 246876 2126182 Monsanto
Bluegill Sunfish ‘ 094171 12375 Monsanto
Crayfish 097762 121221718 Monsanto
071696 6/15/83 Monsanto
Mollusks 097762 12/22/87 Monsanto
071695 _ 6/15/83 , Monsanto

" ; Contains Trade Secret or Otherwise Confidential laformation of Monsanto Company 44
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SECTION D

REGISTRATION REQUEST

Residue Data
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UNITED STATES ENVIRONMENT AL PROTECTION AGENCY

MR 28 997

Dr. Sheila A, Schuectte
Monsantc Company

700 14th Street, H.,W,
Washington, DC 20005

L
tE

Suite 1100

Dear Dr. Schuette:

Subject: Roundup Ultra RT Eerbicde (Add Preharvest Corn)
EPA Registration No. 524-475%
Your Application Pated June 25, 15996

The amendment referred to above, submitted in connection with
registration under section 3 (c){7){2) of the Federal Insecticide, Fungicide,
and Redenticide Act (FIFRA), is acceptable provided that you:

1. Will submit, upon EPA s request and according tec a schedule determined by
the Agency, such information as the Agency directs to be submitted in order to
evaluate issues related to whether glyphosate shares a common mechanism of
toxicity with any other substance and, if so, whether any tolerances for
glyphosate need to be modified or revoked.

2. You will submit the resicdue data listed below within three years of the
date of this letter.

a. Eight additional residues field trials, six in Region VI (midwest), -
one in Region T (nertheast), and one in Region I (scutheast).

b. Two additonal processing studies on aspirated grain fractions that
more closely simulate common commerical practice,

3, Submit/cite all data required for registration/reregistration of your
pteduct under FIFRA sectjon 3(c)}(5) or 4(a) when the Agency requires all
registrants of similar products to submit such data.

4, Submit production information (pounds or gallons procduced) for this product
for the fiscal year in which the use on preharvest grain sorghum is
conditionally registered, in accordance with FIPRA Section 29. The fiscal year
begins October 1 and ends Ceptember 30. Production information will be
submitted to the Agency no later than MNovember 15, following the end of the
preceding fiscal year,

CONCURREMNCES

SYMBOL

SURNAME

CATE

EPA Form 1320-1 (12.70)

QOFFICIAL FILE COPY

PLERE I = L

TOOA_1EA 1sa




- _2_
This information should be submitted to:

U.5. Environmental Protection Agency
Office of Pesticide Programs (7504C)
Pocument Processing Desk (BSB)

401 M Street &7.,, CHME2

Washington, DC 20460

Submit three (3} copies of your final printed labeling before you
release the product for shipment.

If these conditions are not complied with, the registration will be
subject to cancellation in accordance with FIFRA section & {e). Your release
for shipment of the product bearing the amended labeling constitutes
acceptance of these conditions.

A stamped copy of the labels are enclosed for your recorcs.

This registration expires four {(4) years from the date of this letter.

Sincerely,

Philip V. Errico

Product Manager 25
Fungicide-Herbicide Branch
Registration Division (7505C)




RECD Eiv. ¢/ DPD2

% an 25 FSUPPLEMENTAL LABELING

READ THE ENTIRE LABEL FOR ROUNDUP ® ULTRA RT HERBICIDE BEFORE
PROCEEDING WITH THE USE DIRECTIONS CONTAINED IN THIS SUPPLEMENTAL

LABELING.

“Label” as used in this supplemental labeling refers to the label booklet for Roundup Ultra RT
and this supplement.

ROUNDUP ® ULTRA RT
Herbicide by Monsanto

EPA Reg. No. 524-475

A c C E p T E DPR.EHARVEST APPLICATIONS IN CORN
MAR 28 |9g7 B
Al Undae the Fadesel Keep out of reach of children.
a m fo the mﬂ‘:d'
mﬂ-s No. <oM-U15 CAUTION!

In case of an emergency involving this product, Call Collect, day of night, 314-694-4000.

® Roundup is a registered trademark of Monsanto Company.

DIRECTIONS FOR USE

It is & violation of Federal law to use this product in any manner inconsistent with ita labeling.
'I'h.:.s label must be in the possession of the user at the time of application.

‘.AVO]D CONTACT OF HZERBICIDE WITH FOLIAGE, GREEN STEMS. EXPOSED NON-WOODY ROOTS OR FRUTT-
‘OF CROPS, DESIRABLE PLANTS AND TREES, BECAUSE SEVERE INJURY OR DESTRUCTION MAY RESULT.

Ses "GENERAL INFORMATION" and “MIXING" sections of the labal booklet for Roundup Ulra RT herbicida for
essantia) product performance information.

RECOMMENDATIONS

This product may be used prior to harvest of corn to control annual and
perennial weeds listed on the label booklet for Roundup Ultra RT herbicide.

For ground apphications, apply up to 3 quarts of this product per acre. For
aenal applications, apply up to 1 quart of this product per acre.

[V




Make applications at 35 percent grain moisture or less. Ensure that
maximum kernel fill 1s complete and the corn is physiologically mature (black
layer formed). Allow a2 minimum of 7 days between application and harvest.

This product may be applied using either aerial or ground spray equipment.
See the “APPLICATION EQUIPMENT AND TECHNIQUES” section of the
label booklet for instructions.

Note: It is not recommended that corn grown for seed be treated because a
reduction in germination or vigor may occur.

Read the “Limit of Warranty and Liability” in the label booklet for Roundup Ultra
RT herbicide before using. Those terms apply to this supplemental labeling and if
those terms are not acceptable, return the product unopened at once.

© Monsanto Company 1996 MAP

MONSANTC COMPANY
ST. LOUIS, MISSOURI 63167




Monsanto

Mensanto Company
Suite 1100

700 14ih Streel, N.W.
Washington, D.C. 20005

June 25, 1996

Office of Pesticide Programs - H7504C
Document Processing Desk

U.S. Environmental Protection Agency
Room 226A, Crystal Mall #2

1921 Jefferson Davis Highway
Arlington, Virginia 22202

Attention: Mr. Robert J. Taylor
: Product Manager (25)

Subject: Roundup® Ultra RT Herbicide (EPA Reg. No. 524-475)
: Submission of Supplemental Label for Preharvest Applications
in Corn

Dear Sir:

Enclosed for Agency review and approval are five (5) copies of a supplemental label
for Roundup Ultra RT herbicide (EPA Reg. No. 524-475) for preharvest applications
in corn. A conditional registration for this use is pending. This label is identical to the
label that was previously submitted for Roundup herbicide (EPA Reg. No. 524-445).

Five (5) copies of the proposed supplemental label are enclosed for Agency review and
approval. An Application for Pesticide Amendment and Certification with Respect to
Citation of Data are also enclosed. .

»~ .

Ifirou have any questions regarding this submission, please contact Dr. Russ
Schneider or me. '

Sincerely,

Bl D fetente

Sheila A, Schuette, Ph.D.
Manager, Regulatory Affairs
(314) 694-7248

b

TELEPHONE: (202) 783-2460 ° FACSIMILE: {202) 783-2458




Pleasa raad instructions on reverss balors complating form, Form Approved, OMB Ng. 2070-0060. Approval axpires 05-31-38

United States HegistraﬁOn OPP identifier Number

QIEPA ' Environmental Protection Agency x | Amendment 243141

Washington, DC 20460 Other

Application for Pesticide - Section |

1. Company/Preduet Number 524-475 2. EPA Product Manager
- Robert J. Tayior
n None D Restricted

3. Praposed Classification

PME 25

4. Company{Product (Nama)

Roundup® Ultra RT Herbicide
5. Name and Addrass of Applicant finclude ZIP Codel
Monsanto Company :

6. Expedited Review. In accordance with FIFRA Section 3{c}(3)
b)), my praduct is similar or identical in composition and labeling

to:

700 14th Street, N.W., Suite 1100

Washington, DC 20005 EPA Reg. No.

D Chack if this is 8 naw address Product Name
Section - 1l

Amendment - Explain below. D Fina! printed labels in responsa to
Agency letter dated

j Resubmission in response to Agency lettar dated D “Ma Too"™ Application.

D Notificatian - Explain below. D Othar - Explain below.

Exptanation: Use additional page(s! if necessary. (For saction ! and Saction I1.)

AR
Submission of supplemental Tabel for preharvest applications in corn

Section - Il

1. Material This Product Will Be Packaged In:

Water Scluble Packaging 2. Type of Containar

Child-Resistant Packaging Unit Packaging

Yes” Yes Yea Metal
Plastic

Na No No Glass

. . If "Yag™ No. per If "Yas" i Nao. par Paper
~ertification must Unit Packaging wgt. conteinar Package wgt cantainer Other (Spacity)

be submitted
- {
4. Sizeis} Retail Container

9. Location of Label Directions
On Label
On Labeling sccompanying product

3. Location of Nat Contents Informatian

E] Label . D Container
5. Mannar in Which Labei ia Affixad to Product : {Lithograph D Other
N Paper glued
Stanciled

Section - IV

1. Contact Point [Complete items directly below for identification of individual to be contacted, if necessary, 1o process this spplication.}
Name "I.'itle Agl"'iCMth‘a] REQU]ation Telephona No. {Includs Ara%JCGdu]
Dr. Russell P. Schneider Director (202) 783-2460 m
o =
Certification §. Date Applicatfen
| cumfy that the stataments { have madse on this form and all sttachments theratc are trus, accurata and complets, R("’:__—“'“d _rg
| acknowladge that any knowingly falss or misieading statament may be punishabie by fine or imprisonmant or 215:ampe‘d}
both undar applicabie law. [ S
o [’
2. Signaturs 3. Titla .o
s ~3
/((/ 4 M Manager, Regulatory Affairs ~ -]
= . _U
[
4. \,rpad Namas 5. Dats ma S 1
Sheila A. Schuette, Ph.D. . . 1
eonn 5, (97, N

White - EPA FBe Copy loriginall  Yellow - Applicant Copy

EPA Form 8570-1 {Rav. B-94) Pravious editions ara obaoclets.




PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of informstion is astimated to averags 0.85 hour par
response, iciuding time for reviawing instructions, searching existing data sources, gathering and maintaining the dete needed, and completing and
reviewing the collection of informetion. Send comments ragerding the burden estimete or any other aspect of this collection of information, including
suggestiens for raducing this burden, te Chisf, Information Policy Branch, (2136}, U.S. En\nmnmantal Protection Agency, 401 M Strset, SW
Washington, DC 204€0.

INSTRUCTIONS: This form is to be used for 8!l applications for new registration, end use recegistration, amendment, resubmission, to appiicetions
for notifications, final printed fabeling, reregistration, etc. In ordar to process an applicetion for 8 naw ragistration submitted on this form, tha
following matenal must accompany the application:

j. Caertification with Respect to Citation of Data (EPA Form 8570-29). {If not sxempted by 40 CFR 152.81 {b) {4},
Confidential Statament of Formula (EPA Form B570-4);
Formutetor's Exemptian Staterment {EPA Form 8570-27);
Five copies of drett iabaling:

Three copies of any data submitted;

Authaorization tetter where epplicetite;

Matricas whare applicables,

Hoaswm

Submission of Labeling - Lebeting shoutd first be submitied in the torm of draft lsbels with ait applications for new registration. Such draft labeis may b
in the form ot typed tabel text on 8.5 x 11 inch paper far submission or a mogkup of the proposed lebei. If preparad for mockup, it should be
constructed in @ way as to facilitate storage in an 8.5 x 14 inch file. Mockup tabels significantly smalier than 8.5 x 11 inches should be mounted on 8.5
% 11 ingh paper for submission. .
Submission of Date - Data submitted in support of this epplication must be submitted in eccordance with PR Netice B5-5. £

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determing the typs of registration
action, listed in Block A, for which you are submitting this application. Fer applications submitted in connection with New Registration actions, Section
1, 1L, and IV must be completed by the applicant. For applications submitied in connectlion with amendad reregistration actions, resubmissions,
rotifications, reregistrations, etc., Sections 1, 11, and IV must be completed by the applicsnt.

Block A - Check the appropriate action for which you are submitting this form.

SECTION 1- This section must be completed, as apglicable, for slf registration actiens.

1, Company/Product Number - insert your Company Number, if ona has been assigned by EPA. This number mey have been assigned 1o you as a
basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number.

2. EPA Product Manager - If Xnown, fili in the name and PM number of the EFA Product Manager.

3. Proposed Classification - Specify the proposed ctassification of this product.

4. Praduct Neme - Enter the complsete product nama of this pesticide as it will appear on tha tabel, The neme must be specific to this preduct only.
Duplication of names is not permitted amonp products af the same coampany. Do not includae any brand name or compeny tine deasignations.

5. Mama and Address of Applicant - The namae of tha firm or persen and addrass shown in your epplication is the person or firm te whem the
regristration will be issuad. if you ara acting in behalf of anothar party, you must submit authorization from that party 1o act for them in registratior
mattars. An applicant net residing in the United Stetes must have &n autherized agent residing in the United States to act for them in alf
registration matters. The nama and complete mailing address of such an sgent must sccompany this application.

6. Expedited Review - FIFRA section 3 {e) 3 {B) provides for expedited raview of applications for registration, or amendments to axisting registratie,
that are similar or idanticel to other pesticide products that are currently registered with the EPA. In ordar for your application to be aligible for
axpedited raview, you must piovide us with the EPA Rapgistration Number and product name of tha product Yol baheva is similar to or idantical to
your product. The product must be similar of identical in bath formulatlon oand labaled uses.

SECTION Ml - This saction must be completed for all applications submittad to amend the registration only of a cutrently registered product
{Amsendment], for @ resubmission in responsa to an Agency letter, for netifications 1o the Agancy, for tha submission of final printed tabeting, for
raregistration and for any other action that pertains to a snec:hc EPA-reqistered product. This sactian is not to he used for a new application for
ragislrahon

i. Silbject of submission - Check the applicable block and provide the Agancy lattar date if appropriate. Provide a brisl explanation of the purpeosals)
for the submission, such as "tha addition of a site, pest ar crap (specify)”; "amend tha Confidential Statemant of Formula by..."; “reregistration
submission™; "genaral labe! ravision of use directions.” Attach a separate page if additionsl space is needed.

SECTION 1 (Packaging and Centainer Information) - This Section must be completed for all spplications submitted in connaction with naw
registration of applicabls amendrmants.

1. Typéjf Packaging - Chack the appropriate block if your product will be packaged in the indicated packaging types. .
indicate tha size of the individual packets and number per retail container.

Type of Retail Container - indicata typs of container in which product will be marketed.

Lecation of Net Contents - Indicate tha Jocation of the net contants infarmation for your product.

Sizele} of Ratail Container - Spacify the net contents of all retall containars far your product.

Location of Usa Directions - Indicate the location of tha usa directions for your product.

Manner in which label ia affixad to preduct - indicated the methed praduct label is attached to retail container.

e

SECTION IV (Contect Point} - This Section must ha completed for ell applications for Registration actions, i.x., naw products ragistration,
rasubm:ssmn "me-too,” reregistretion, atc.

1-5. Ss!!—.explanamn,r. ~
6. EPA Use Qnly, o S e .




United States Environmental Frotection Agency . ) Form Apgproved
n REEfiwen, DG . 2049 _ OMB No. 20700060
\"EP A Certification with Respect to (9 gatlon of Data Approvel Expiros 11-30-93
Applicants Name and Address EPA Fita Symbol/fegistration Number -
oy 524-475
. Monsanto Company 96 AN 26 P12 27 2
700 14th Street, N.W., Suite 1100 _ Product Name
Washington, BC 20005 Roundup® Ultra RT Herbicide
Date of Application
June 25, 1996

NOTE: 1 your product is a 100% repackaging of another EPA-registered produd that you purchase, and
is labeled for the same uses, you do not need (0 submit this form. You must submit the Formulatar’s

Exemption Statement (EPA Form 8570-27).

1. This application is supported by all data submirted or died in the application. In addition, if cite-all
options are indicated, this application is supported by all data in the Agency’s files that concern the
properties or effects of this product that is identical or substantially simitar, and that is ooe of the types
of daia that would be required to be submitted if this application sought the inirial registration of a
product of identical or similar composition and intended uses under the data requircments in cifect on
the date of apropval of this application. (Check the appropriate boxes, in items 2 and 3 below, that

pertain to your application.)
2 1 certify that, for each srudy cited in support of this apphcanon for registration that is an exclusive use
study,
i Ix] I am the original submitter®; or
{ | 1 have obtained the written permission of the original data submitter to cite that study®

3. 1 eentify that, for each study cited in support of this application for registration that is not an exclusive use
study:

2 [X| Iam the original data submitter®; or
| | I have obtained the written permission of the original data submitter to cite that study®; or

| | ! have notified in writing the companies that bave submitted data I have cited to support this
application and have offered to: (a) Pay compensation for thosc data in accordance with section
3(e}1){D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and Redenticide Aa (FIFRA);
and (b) Commence negotiations to detcrmine which data arc subject to the compeusation
requirement of FIFRA and the amount and terms of compensation due, if any. The companies 1
bave notified are: (Check one)

4 i ] Al compa.nic:s listcd on the Pesticide Data Submitiers List for all active ingredients contained
in my product (cité-all method or dte-all option under Selective Method®). (Also, sign the
Gerperal Offer Statement below.)

| | Those companies that have submitted the studies which I have cited (Selective method®).

* A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required under the
cite-all method.)

Signature Nameo and T Date
Sheila A Schuette, Ph.D.
/m Manager, Regu1atory Affairs J “2\5'“ /;?f’é
{ General Offer 1o Pay: I hereby offer and agree to pay compensation u:%)mcr
persons, with regand to the approval of this application, the extent required.

Signature . Neame and Titie Data

é?ﬁ

EPA Form BS570-29 (Rev-7-91}




UNITED STATES ENVIRONMENRTAL FROTECTION AGENCY

—— -

MAR 28 1887

Dr. Sheila A. Schuette

ionsanto Company ’

700 l4ath Street, N.W. Suite 1100 -
Washington, DC 20005

Dear Dr. Schuette:

Subject: Roundup Ultra Herbicde (Add Preharvest Corn!
EPA Registration No, 524-475
Your Application Dated June 25, 1996

The amendment referred to above, submitted in connection with
registration under section 3 (c}{7)(A) of the Federal Insecticide, Fungicicde,
and Rodenticide Act {(FIFRA), is acceptable provided that you:

. Will submit, upon EPA's request and according to a schedule determined by
the Agency, such information as the Agency directs to be submitted in order to
evaluate issues related to whether glyphosate shares a cormon mechanism of
toxicity with any other substance and, if so, whether any tolerances for
glyphosate need to be modified or revoked.

2. You will submit the residue data listed below within three years of the
date of this letter.

a. Eight additional residues field trials, six in Region VI (midwest),
one in Region I (northeast), and one in Region II (southeast}.

b. Two additonal processing studies on aspirated grain fractions that
more closely simulate common commerical practice,

3. Submit/cite all data required for registration/reregistration of your
prodyst under FIFRA section 3{c){(5) or 4(a) when the Agency requires all
registrants of similar prodgcts to submit such data.

r

" 4. Submit production information (pounds or gallons produced) for this product

for the fiscal year in which the use on preharvest grain sorghum is

‘conditionally registered, in accordance with FIFRA Section 29. The fiscal year

begins October 1 and ends Septembetr 30. Preduction information will be
submitted to the Agency no later than November 15, following the end of the
preceding fiscal year.

CONCURRENCES
AR N0 4125 /S SRR RO SRS | OSSO S R S ]
EER VRS e R
e M oabsdin e .

EPA Form 1320.1 (12-70)
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This information should be submitted to:

.. . .. .U.S..Environmental .Protection Kgency._.. . .
- Qffice of Pesticide Programs {75047}
Document Processing Desk (RSR)
401 M Street SW., Ci#2
Yashington, DC 20460

Submit three (3) copies of your final printed labeling before you
reicase the product for shipment.

If these conditions are not complied with, the registration will be
subject to cancellation in accordance with FIFRA section 6 {e). Your release
for shipment of the product bearing the amended labeling constitutes
acceptance of these conditions. -

A stamped copy of the labels are enclosed for your records,
This registration expires four (4) years from the date of this letter.

Siﬁcerely,

philip v, Errico

Product Manager 25
Fungicide-Herbicide Branch
Regigstratlon Division (7505C)
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% AN 26 P12:S]}JPPLEMENTAL LABELING

READ THE ENTIRE LABEL FOR ROUNDUP ® ULTRA HEREBICIDE BEFORE

PROCEEDING WITH THE USE DIRECTIONS CONTAINED IN THIS SUPPLEMENTAL
LABELING.

“Label” as used in this supplemental labeling refers to the label booklet for Roundup Ultra
and this supplement.

ROUNDUP ® ULTRA
Herbicide by Monsanto

EPA Reg. No. 524-475

pREHARVEST AppLicATIONSINcorNR C CEP T E D|
N MAR 728 19a7
Keep out of reach of chi_ldren. | Undew &l:::ml lmocﬁl.d:-d
o3 anadded, for tho pesticids
CAUTION! : ',m’?_ Reg. No. 52— 75

In case of an emergency involving this product, Call Collect, day or night, 314-684-4000.

® Roundup is a registered trademark of Monsanto Company.

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its labeling.

’Thi;; label must be in the possession of the user at the time of application.

*AVOID CONTACT OF I{ER.BICIDE.-"WITH FOLIAGE, GREEN STEMS, EXPOSED NON-WOODY ROOTS OR FRUTT
*OF CROPS, DESIRABLE PLANTS AND TREES, BECAUSE SEVERE INJURY OR DESTRUCTION MAY RESULT.

See "GENERAL INFORMATION® and “MIXING” sections of the label booklet for Roﬁndup Ultra herbicide for
essential preduct performance information.

RECOMMENDATIONS

This product may be used prior to harvest of corn to control annual and
perennial weeds listed on the label booklet for Roundup Ultra herbicide.

For ground applications, apply up to 3 quarts of this product per acre. For
aerial applications, apply up to 1 quarts of this product per acre.




t

Make applications at 35 percent grain moisture or less. Ensure that
maximum kernel fill is complete and the corn is physiologically mature (black
layer formed). Allow a minimum of 7 days between application and harvest,

This product may be applied using either aerial or ground spray equipment.
See the “APPLICATION EQUIPMENT AND TECHNIQUES” section of the
label booklet for instructions.

Note: It is not recommended that corn grown for seed be treated because a
reduction in germination or vigor may occur.

Read the “Limit of Warranty and Liability” in the label booklet for Roundup Ultra
herbicide before using. Those terms apply to this supplemental labeling and if
those terms are not acceptable, return the product unopened at once.

© Morsanto Company 1996 MAP

MONSANTO COMPANY
ST. LOUIS, MISSOURI 63167
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Plosse rosd instructions on ryversa bafore complating form. Form Approved. OMB No. 2070-0060. Approval expires 05-31-98
~ United States Registration QFP identifier Number
e . . . - ~
Y4 EF’A Enwronmenta_l Protection Agency % | Amendment 2073 ‘]_ 3 7
Washington, DC 20460 Other

Application for Pesticide - Section |

1. Company/Product Number

524-475

2. EPA Product Manager
Robert J.

Taylor

3. Propoead Classification

4. Company/Product (Nama)

PM¥ 286

None D Rastricted

Roundup® Ultra Herbicide
5. Mama and Addrass of Applicant finciude ZIP Cods)

Monsantc Company
700 14th Street,
Washington, DC 20005

6. Expedited Review. In accardance with FIFRA Section 3{cl{3}
ip){i), my product is simitar or identical in composition and labeling
N.W., Suite 1100 to:

EPA Reg. No.

D Chack if this is 8 new addrass Product Name

Section - Il

Amendmant - Explain balow, Fina! printed labeis in rasponse to
: Agancy letter dated

D Resubmission in responsse to Agency latter dated D "Me Toc™ Application.

E] Notification - Explain below. D Other - Explain below. N

Explanation: Use additional page(sl if nacessary. (For saction | and Section 11.)

i . . - .
Submission of supplemental label for preharvest appiications 1n corn

Section - [l

1. Material This Product Will Be Packaged tn:

Child-Resistant Peckaging Unit Packaging Water Soluble Packaging 2. Typs of Containar

Yos°© Yeu Yeos Metal

Plastic

Nao No No Glass

- . . If "Yeas" MNo. par If "Yas"® _ Nop. per Paper
Certification must Unit Packaging wgt. container Package wgt container Qther [Spocify)

be submitted

5. Location of Label Chrections
On Label
On Labaling accompanying product

3. Location of Net Contanta Infarmatian 4. Sizels) Ratall Caontainer

D Label D Containsr

&. Mannar in Which Labal is Affixed to Product Lithegraph D Other
; Papar glued
. Stanciled
Section - IV

1. Contact Poimt {Complete items diractly below for idantification of individug! ta be cantacted, if nacassery, to pracess this spplication.}

Telaphona Na. (Include Area Code)

Name Tile Agricultural Regulation

Dr. Russell P. Schneider Director (202) 783-2460 =
l T
Certification 8. ﬁaa Applic&Tbn
! camf\f that the statements | have made on this form and all attachments thereto ere true, accurata and completa. Received
} acknowiadge t.hat sny knowingly falss or mislaading statement may be punishabla by fine or imprisonmeant or & {Stam;{;}l
bath under applicable lnw. = T
™) o
2. Signatura 3. Tita . h o
Manager, Regulatory Affairs -
,f Lol (7 M ger, Regulatory - B
N [ .
4. vpod Nams 5. Data A o "/ -
w -
Sheﬂa A. Schuette, Ph.D. o ']
;;L%HW‘JJ /fgé _ )
EPA Form 8570-1 [Rev. 8-94) Pravious editions ars obaclsta. Whits - EPA Flle Copy [originall Yellow - Applicant Caopy




PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

PAPERWORK REDUCTION ACT NOTICE: Public reporting burdan for this collection of information is estimeted te averags 0.85 hour per
responsa. icluding tme for reviewing instructions, sesrching existing data sources, gathering end maintaining the datas needed, and completing and
reviawing the collection of intormation. Send commaents regerding the burden estimate or any other aspect of this coltection of information, including
suggestions for reducing this burden, to Chief, information Policy Brench, [21386), U.5. Environmoanta!l Protection Agency, 401 M Straet, SW,
Washingten, DC 20460, ’

INSTRUCTIONS: This form is to be used Joi all applicstions for new registration, end use reregistration, amendment, resubmission, to spplications
for notifications, final printed labeling, reregistration, etc. In order to process en application for a new registration submitted on this form, the
following matenal must accompany the application:
1. Cernfication with Raspect to Citstion of Data [EPA Form 8570-29}. [If not exampted by 40 CFR 152,81 ib) {41];
Confidential Statement of Formule (EPA Form 8570-4);
Formulator's Exemption Statament (EFA Form 8570-27);
Five copies of draft labeling;
Three copies of any data submitted;
Authornization letter where appliceble;
Matrices where applicable.

PUswN

b |

Submission of Labeling - Labeling should first be submitted in the form of dreft labals with ali applications for new registration. Such draft labels may be
in the form of typed label 1ext on 8.5 x 1% inch paper for submission or a8 mockup of ths proposead labet. if prepared for mockup, it should be
conslructed in @ way as to facilitale siorage in an B.5 x 11 inch file. Mockup labels sigrificantly smallar than 8.5 x 11 inches should ba mountad or

% 1) inch paper for submission.

Submission o Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5,

SPECIFIC INSTRUCTIONS: Ploase read the instructions listed below baefara complating this application. First determine tha typs of registration
action, lisied in Block A, for which you are submitting this application. For applications submitted in connection with New Registration actions, Sactions
I, I, and IV must be complated by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions,
notificattorss, reregistrations, elc., Sections I, I, and IV must be completed by the applicant,

Bloeck A - Check the appropriate action for which you are submitting this form.

SECTION | - This section must be completed, as applicable, for all registration actions.

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have bean assignad 10 you a5 &
basic registrant, s distributos, or as an establishment. If your product is registered, insart the Product Number.

2. EPA Product Manager - If known, fill in the name and PM number of tha EPA Praduct Manager,

Proposed Classification - Specify tha praposed classification of this produet,

4., Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only.
Duplication of names is not permitted ameng preducts of the same company. Do not include any brand name or company line designations.

5. Name and Address of Applicant - The nama of the firm or person and address shown in your applicstion is the parson or firm to whom the
registration will be issued. If you are acting in behalf of anothar party, you must submit authorization from that party 1o act for them in registration
matiers. An applicant not residing in tha United States must have an suthorized agent rasiding in the United States_to act for them in all
regisiration matters, Tha name and completa msiling address of such an agent must accompany this application. .

&. Expedited Review - FIFRA section 3 (¢} 3 (B} provides for expedited review of applications for registration, or amendmants to existing registrations,
that are similar o¢ identical to other pesticide products that are currently registarad with the EPA. In ordar for your application to be sligible far
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or iJentical to
your product. The product must be similar or identical in both formulation and labeted uses.

(]

SECTION 1] - This section must ba complsted for ell applications submittad to amend the registration only of a currantly registsred product

lamendment}, for.e resubmission in respanse to an Agancy letter, for notifications to the Agency, for the submission of final printed labaling, for

reregistsation and tor any othar action that pertains to & specific EPA-registered product. This saction is not to be used for & new application far

tegistration. i

1. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief axplanstion of tha purposals)
for the submission, such as “the addition of a site, pest or crop (specify)”; "amend the Confidential Statement of Formula by...”; “reregistration
submission™; "general Yabed revision of use directions.” Attach a separate page if sedditional space is naeded.

SECTION NI (Packaging and Container Information) - This Section must be complated for all applications submitted in cannaction with new
registration or applicabla ameandmants. ’ ’ .

1. Type afPackaging - Chack the appropriate block if your product will ba packaged in ths indicatsd packaging types.

Indicaia the size of the individual packets and number per retail containes.

Type of Retail Contdiner - Indicate type of containar in which product will be marketed.

Location of Net Contents - Indicets the location of the net contents informartion for your product.

Size(s} of Retail Container - Specify tha net contents of all retail conteiners for your product.

Location of Use Diractions - Indicate the location of tha use directions for your product.

Manner in which label is affixad to product - Indicated the method product 1abel is attached to ratsil containar.

s W

SECTION IV (Contact Point} - This Section must be complated for all applicetions for Registralion actions, i.e., new products ragiatratioﬁ,
resubmission, "me-too,” reregistration, etc. ’ i

1-5. Self-explanatory. . 3
6. EPA Usa Only. . X LI . _ .

- - amn CaE mh e e ta e s T e ety S e Sk i, Al S . s b B 4 e e n e b
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United States Environmentsl Protaction Agency Form Agpproved
o Washington, DC_ 311220 OMB Ne. 2070-0060
FEPA (ertificatioREith Respedt' tif Citation of Data Avproval Expiren 11-30-93
EPA File Symbol/Registration Number

Applicants Name and Addraes

Monsanto Company 96 AN 26 P1223 —
: uct Noma
i ey o

524-475

Dste of Apphcaton

June 25, 1996

NOTE: 1f your product is a 100% repackaging of another EPA-registered product that you purchase, and
is labeled for the same uses, you do not need to submit this form. You must submit the Formulator’s

Exemption Statement (EPA Form 8570-27).

1. This application is supported by all data submitted or cited in the application. In addition, if cite-all
options are indicated, this application is supported by all data in the Agency's files that concern the
properties or effects of this product that is ideatical or substantially similar, and that is one of the types
of dara that would be required to be submitted if this application sought the initial registration of a
product of identical or similar composition and intended uses under the data requirements in effect on
the date of apropval of this application. (Check the appropriate boxes, in items 2 and 3 below, that

pertain to your application.)

2. 1 certify that, for each study cited in support of this apﬁlication for registration that is an exclusive use
study, '

T Ix| 1 am the original submitter®; or
{ | I have obtained the written permission of the original data submitter to dte that study®

3.1 certify that, for each study cited in support of this application for registration that is not an exclusive use
study:

a. [x| I am the original data submitter®; or
| | 1have obtained the written permission of the original data submitter to cite that study®; or

b. | | 1 have notified in writing the companies that have submitted data I have cited to support this
application and have offered to: (a) Pay compensation for those data in accordance with section
3(c)(1)(D) and 3{c)(2){D) of the Federal Insccticide, Fungicide and Rodenticide Act (FIFRA),
and (b) Commence negotiations to determine which data are subject to the compensation
requirement of FIFRA and the amount and terms of compensation due, if any. The companies |
have notified are: (Check one)

» | | All companies listed on the Pesticide Data Submitters List for all active ingredients contained
\ in my product (cite-all method or cite-all option under Selective Method®). (Alsa, sign the
‘ Gerperal Offer Statement below.)

| | Those companies that have submitted the studies which | have cted (Selective method®).

* A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required under the
ate-all method.)

Signature Name snd Tithe Dats

_ . Sheila A. Schuette, Ph.D,
wajm Manager, Regulatory Affairs Q/—«—’—e/ ANNS 44
7 r 7

General Qﬂer to Pay: | hereby offer and agree to pay compensation gor.hcr
persons, with regard to the approval of this application, 1o the extent required.

Signature Neme and Title Data q L '

EPA Form B570-29 (Rey-7-91)
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Wansanto Company

Suite 1100

700 14th Street, N.W.

Washinglon, 0.C. 20005

June 25, 1996

Office of Pesticide Programs - H7504C
Daocument Processing Desk

U.S. Environmental Protection Agency
Room 226A, Crystal Mall #2

1921 Jefferson Davis Highway
Arlington, Virgimia 22202

Attention: Mr. Robert J. Taylor
Product Manager (25)

Subject: Roundup® Ultra Herbicide (EPA Reg. No. 524-473)
Submission of Supplemental Label for Preharvest Applications
in Corn

Dear Sir:

Enclosed for Agency review and approval are five (5) copies of a supplemental label
for Roundup Ultra herbicide (EPA Reg. No. 524-475) for preharvest applications in
corn.. A conditional registration for this use is pending. This label is identical to the
label that was previously submitted for Roundup herbicide (EPA Reg. No. 524-445).

Five (5) copies of the proposed supplementél label are enclosed for Agency review and
approval. An Application for Pesticide Amendment and Certification with Respect to
Cit}ation of Data are also enclosed.

If you have any questions regarding this submission, please contact Dr. Russ

Schneider or me.

Sincerely,
Sheila A. Schuette, Ph.D.

Manager, Regulatory Affairs
(314) 694-7248

TELEFPHOMNE: {202} 783-2460 FACSIMILE: [202) 7B3-2458
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Monsanto

Monsanto Company
Suite 1100

70O 14th Street, NW.
Washingion, D.C. 20005

October 10, 1996 _ T
Office of Pesticide Programs - H7504C _ : ST

- Document Processing Desk ' ' L
U.S. Environmental Protection Agency . e
Room 226A, Crystal Mall #2 _ Teled, —
1921 Jefferson Davis Highway . RELLH '

Arlington, Virginia 22202 ' o | i

Attention: Mr. Robert J. Taylor
~ Product Manager (25)

Subject: Pending Tolerances for Glyphosate on Corn, Grain Sorghum and
Oat Commodities _ _
Pesticide Petitions 8F3672,F3673,6E4645 and 5F4555

'Dear Sir:

* In response to passage of the Food Quality Protection Act, Monsanto is submitting

additional information to support the pending tolerance petitions on glyphosate. A
supnmary of the safety data that has been conducted on glyphosate is enclosed;
particular attention has been given to those issues dealing with the safety of infants
and children. The enclosed information also contains dietary exposure estimates that
are based on calculations performed by the Agency’s Dietary Risk Evaluation Section
(DRES). .

‘Monsanto also requests that the Agency combine the tolerance petitions that have
been submitted for glyphosate on field corn grain, fodder and aspirated grain fractions
(PP 8F3673); grain sorghum and grain sorghum fodder (PP 8F3672); oats (PP

6E4645) and corn forage (PP 5F4555) into one petition. We are submitting a revised
Section F Tolerance Request that has combined all of these tolerances.

. TEL._PH'DNE (202) ?83—2460 . FACSIMILE: {é02) 783-2468




October 10, 1996
Page 2

Monsanto requests that the Agency grant these time-limited tolerances. Monsanto
understands that full registrations will not be granted until additional residue and/or
processing data is submitted.

If you have any queatlons regarding this submission, please contact Dr. Russ
Schneider or me.

Sincerely,

Lo ;i’a_. j %ﬁ/p J_'ﬂi'

heila A. Schuette, Ph.D,
Manager, Regulatory Affairs
(314) 694-7 248

cc: R.P. Schneider
D.R. Farmer
" M.S. Bleeke

R




Fleass read insiructions on revarse bafore complavng form. Form Approved. OMB Na. 2070-0060. Aporovai sxpires 05-31-9

" United Steles RegistratiOn QPP \dantufisr Numbaer
\"’EPA Environmental Protection Agency x | Amendment RIS
Washlingtun, DC 20460 Other e T
Application for Pesticide - Section |
1. Company/Preduct Number 2. EPA Product Manager 3. Proposad Classification
524-475 Robert J. Taylor Noma _
4. Company/Product (Nems) Ipme one D Reutricted
Roundup® Ultra Herbicide 25
5. Name end Address of Applicant {lhcfude 2IP Codel 6. Expedited Review. In accordance with FIFRA Section 3ic]{3}
‘Monsanto Company ' ) [blh} my product is similar or identical in composition and tabeling -
700 14th Street, N.W., Suite 1100 to:
Washington, DC 20005 | EPA Heg.‘ No.
I:] Check if this is 8 new eddress Product Nams
i ' Section - II =
- l Amendmaent - Explain below, ' Final printed labela in response to = =
: : Agency letter datad — —
I l AResubmission in rasponse to Agency letter detad : D "Me Too™ Application, 3 -
D Notificetion - Explain belowr. D Other - Explain balow. = o
Explanation: Use sadditional pagels) if necessary. (For section | and Section 1) i :J EB
. . ' .. -3
3 3 l . i . . . . o ; L PH _
pending Tolerances for Glyphosate on Corn, Grain Sorghum and Oat Commodities :
Pesticide Petitions 8F3672, 8F3673, 6E4645 and 5F4555
. Section - 1l
1. Material This Product Will Ba Packaged In:
Child-Rasigtant Packaging | Unit Packaging Water Solfuble Pégkaginn 2. Type of Container
' Yes® You Yoo . Metal
i ' Plastic
o No No No ) Glass
: apet e H "Yes™ ’ No. per If "Yes™ - No. per’ : Peper '
it Cerbﬂc:sbon must Unit Packaging wgt.  container Package wgt container Other (Specity}
be submitted : )
3. Location of Net Contents Information 4. Sizels} Retail Container 5. Location of Label Directions
‘ On Label
D Labal : D Container On Labeling accompanying product
6. Manner in Which Label ip Affixed to Product - ll:.'lthogniph‘:l D Other
R : aper glue .
" ’ Stanciled :
Section - IV
1. Contact Point {Campforc iterns directly below for identification of individus! to be contactad, /f necessary, to procaess this application.}
Nsma . Tde Agmcul tu r.a] Regu iation Telaphans No. {Include Aras Codnl
Dr. Russell P. Schneider Director _ (202) 783-2460
o Certification _ | 8. Date Application
| cortify that the statements | have made on this form and all attachments thereto ars true, accurata and complats, Receivad
1 acknowledgs that sny knowingly false or misteading statement may be punishable by fins or imprisonment or _ {Stampaed)
both under applicabls law,
2. Signatute 3. Tite
W_ Manager, Regulatory Affairs
4. Typod N. 5. Data ' ' - N
: Sheﬂa A Schuette, Ph.D. R [ &
ﬂ#:f 0 R ERMDRIT Y

‘ . Whits - EPA Flle Copy, Inrlghull S .m«: App ;009




Unnad Statas Environmental Protection Agency ' Form Approved

EPA Washington, DC 20460 OME No. 20700080
7 Certification with Respect to Citation of Data Approval Expires 11-30-92
Applicants Nama and Addroes EPA File Symbol/Regirtration Number
: 524-475
Monsanto Company Froduct Namae

700 14th Street, N.W., Suite 1100 _ ».Roundup® Ultra Herbicide
Washington, DC 20005 - - -

" [ Date ot Appiication
October 10, 1996

NOTE: If your produd is a 100% rcpa'c.kaging of another EPA-registered produci that you purchase, and
is labeled for the same uses, you do not need to submit this form. You must submit the Formuiamr 5
E.xcmpuon Statement (EPA Form 8570-27). -

1 This application is- supportc.d by all d.ata subxmncd or cited in the application. In addxuor.g if Gte-all
‘options are indicated, this application is supported by all data in the Agency’s files that concern the
properties or effects of this product that is idenrical or substantially similar, and that is caz of the types
of data that would be required to be submitted if this application sought the initial registration of a ‘
product of identical or similar composition and intended uses under the data requirements w cffect on
the date of apropval of this application. (Check the appropriate boxes, in items 2 and 3 below, that
pertain to your application.)

2 1 cenify that, for each study dited in support of this apphcanon for registration that is an c.xdm{vt use
study,

[x{ Iam the onginal subminter®; or

ol 130

1oy || Ihav:obmnedthcmttcnpcrmmmnofthcongmaldatasubmxnc.rlomc that study*

Iﬂuﬁﬂ/d-:’l EEREIE

3. I certify that, for each study ated in support of th:s apphcauon for registration that is not an :x:lusm:
study: —
: =

a {x} Iam the original data submitter®; or
| | 1 have obtained the written permission of the original data submitter to ate that study®; or

b. ) | I have notified in writing the companies that have submitted data I have ared to support this
application and bave offered to: (a) Pay compensation for those data in accordance with section
3(c)(1}(D) and 3{c)(2)(D) of the Federal Inseaticide, Fungicide and Rodentiade Act (FIFRA);
and (b) Commence negotiations to determine which data are sub]cc: to the compensation
requirement of FIFRA and the amount and terms of compensation due, f any. The companies |
bave notified are: (Check one)

- | | Al companies listed on the Pesticide Data Submitters List for all active ingredients contained

» in my product (ctg-all method or cie-all option under Sclective Method®). (Also, sign the
General Offer Statement below.)

! | Those companies that bave submirted the studies which I have cixc.d (Selective method®).

® A Data Matrix identifying these studlr.s is anachcd. (Note: a Data Matrix is not required under the
c::e-all m:thod.)

Sngnltuu : Name and Titie Date

J Sheila A. Schuette, Ph.D.
‘Cu/ 7 Manager, Regulatory Affairs 4@(/7‘ /G; /7/04

General Offer to Pay: I hereby offer and agree [0 pay compensation o other
persons, with regard to the approval of this application, to the extent required.

Signature : Name and Titie : Date

. EPA Form 857029 (Rev-7-91}




SECTION F
(REVISED)

PROPOSED TOLERANCES

Monsanto requeata that the following tolerances be eatahlmhed for residues of

~ glyphosate [N-(phosphonomethyl) glycine] resulting from the application of the
isopropylamine salt of glyphosate and/or the monoammonium salt of
glyphosate in or on the following raw agricultural commodities:

Glyphosate

410 CFR §185.364
: _ Comgram,ﬁeld. ........... waeserrrrsnes 10ppm S
- ' Corn forage, field..........ccoerereneee. 1.0 ppm e
A Corn fodder, field 100 ppm IR il
. ' Aspirated grain fractions........200 ppm
Grain Sorghum.........covereernnesens. 15 ppm
Grain Sorghum, fodder ............... .40 ppm
QOat . ressessaisisarnrennas 20 ppm
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Information to Support the Proposed Tolerances for Glyphosate

Submitted by Moﬁsanto Company
- October 10, 1996

1. Chemical Uses:

Glyphosate is a postemergent, systemic herbicide with no residual soil activity. Itis
generally non-selective and provides broad spectrum control of many annual weeds,
perennial weeds, woody brush and trees. Glyphosate is registered for a variety of
agricultural uses, including preplant, preharvest, in-crop, fallow, reduced tillage,
forestry and aquatic applications, as well as non-crop applications. When applied at
lower rates, glyphosate also acts as a plant growth regulator. Glyphosate’s primary
mode of action is inhibition of the biosynthesis of aromatic amino acids in plants.

‘2. Safety:

- Monsanto Company has submitted numerous toxicology studies in support of
glyphosate. According to Monsanto Company, the.acute toxicity and irritation -
potential of glyphosate is low. There are large margins of safety for subchronic and
chronic effects. Glyphosate does not produce reproductive effects and is not a

teratogen, mutagen, carcinogen or a neurotoxin, Risk assessment calculations -, ;_.,.—
indicate the margin of safety for agricultural workers and the population in general
far exceed the EPA required level of 100. -
The fo]]owmg mammalian tox:mty studies have been conducted to support o S
glyphosate: __ B
. o ;
A rat acute oral study with a combined LD